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CITIZEN PETITIONING OF 
FEDERAL ADMINISTRATIVE 
AGENCIES-DOMESTIC INFANT 
FORMULA MISUSE: A CASE 
STUDY 
Can a product which requires clean water, good 
sanitation, adequate family income, and a literate 
parent to follow printed instructions be properly 
and safely used in areas where water is 
contaminated . . . poverty is severe and illiteracy 
is high?l 
Is it appropriate for a seller to promote its products in a 
manner that will predictably lead a significant number of users 
to misuse or unnecessarily rely upon the product and suffer 
harm?1 What role do the pharmaceutical industry and the medi-
cal profession play in depriving women, particularly poor wo-
men, of the information necessary to facilitate informed choices 
. about infant feeding and the type and quality of medical care 
they receive? These questions were squarely before the World 
Health Organization (WHO) on May 21, 1981 when it voted al-
most unanimously to endorse the International Marketing Code 
of Breastmilk Substitutes. The only nation to vote against the 
code was the United States.8 This vote was followed by strong 
statements by both the House4 and the SenateD opposing the 
1. Marketing and Promotion of Infant Formula In the Developing Nations, 1978: 
Hearings Before the Subcomm. on Health and Scientific Research of the Comm. on 
Human Resources, 95th Cong., 2d Sess. 1·2 (1978) (statement of Sen. Kennedy). 
2. See Commonwealth v. Feinberg, 433 Pa. 558, 253 A.2d 636 (1969), aff'g 211 Pa. 
Super. 100, 234 A.2d 913 (1967) (pharmacist convicted of involuntary manslaughter for 
selling industrial sterno to purchasers he knew would misuse the product by drinking it 
and dying). 
3.. tps Angeles Times, May 22, 1981, pt. I, at 3, col. 2. The code was endorsed by 118 
contries; rich and poor alike. Three countries-Japan, South Korea and Argen· 
-tina.:....~bstained. Battle of the Bottle: The Babyfood Companies vs. Asia's Children, 
AsIAWEEK, June 19, 1981, at 23 [hereinafter cited as ASIAWEEK). Chad and Bangladesh 
protested curtailing debate on this bitter issue. 
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Reagan Administration's stance on the code. 
At a time when breast-feeding is regarded as the medically 
preferred, superior method of infant feeding' it is appalling that 
the Reagan Administration is placing a higher priority on profits 
than on the preservation of human life.' The dangers associated 
with infant formula misuse are not limited to developing coun-
tries. Similar patterns of infant formula misuse, disease and 
death are rampant among low income and minority populations 
in the United States.· 
The decline in breast-feeding and the increase in infant 
formula misuse, like many other problems affecting the health of 
women and children in this country, is largely the product of a 
health care system where the primary incentive is profits and 
non-profitable concerns such as preventive health care receive 
short-shrift.9 While our health care system is in large part oner-
Res. 287, 97th Cong., 1st Sess., 127 CONGo Rac. H2963 (1981). 
5. On June 18, 1981 the Senate voted 89-2 to endorse the W.H.O. Code. 97th Cong., 
1st Sess., 127 CONGo REC. S6495 (1981). 
6. "Breast-feeding is strongly recommended for full-term infants •••. Ideally, 
breast milk should be practically the only 80urce of DutrieDta for the first four to six 
months." Breast-Feeding, 62 PEDIATRICS 591, 597 (1978) [hereinafter cited as Breast-
feeding]. Accord AMERICAN PUBLIC HEALTH Ass'N POLICY STATS)D}ft', INFANT FEEDING IN 
THE UNITED STATES (1981), reprinted in 71(2) AM. J. PUB. HaALTH 2fY1 (1981), see al&o 
AMERICAN ACADEMY OF PEDIATRICS, THE PROMOTION or BRIWIT-F'aDING, 69(5) PEDIAT-
RICS 654 (1982); PROMOTION OF BREAST FEEDING: R&coMMENDAnoNS or THB COUNCILS OF 
THE SOCIETY OF PEDIATRIC RESEARCH AND AMERICAN PEDIATRIC SocJBTY, AND THB AMERI-
CAN ACADEMY OF PEDIATRICS, 16 PEDIATRIC RasIWtCH 264 (1982). 
7. Statement of the Congressional Black CauCUl, quoted in AsIAWBBK, supra note 3, 
at 23. 
8. See infra text accompanying DOtes 46-65. 
9. BOSTON WOMEN'S HEALTH BOOK CoLLBCTlVa, Ow BoDIU OURSBLVBS 338 (1976) 
[hereinafter cited as BOSTON WOMEN'S HEALTH COLl.&C'l1Q); S. RuZBIt, THE WOMEN'S 
HEALTH MOVEMENT: FEMINIST ALTERNA11VBS TO MEDICAL CONTJtOL 6 (1979); D. ScULLY, 
MEN WHO CONTROL WOMEN'S HEALTH 10 (1980). 
For a discussion of how impersonalized medical treatment undermines a patient's 
rights and perpetuates patient consumer ignorance, lee generally G. ANNAs, THE RIGHTS 
OF HOSPITAL PAnENTS: THE BASIC ACLU GUIDE TO A HOSPITAL PA'I'IBNTS' RIGHTS (1975). 
The power of the domestic infant formula industry and Ita lobby on the Infant 
Formula Council was clearly demonstrated by the Reagan administration's stance on the 
W.H.O. Code. While the government professed to investigate even-handedly the infant 
formula issue prior to its vote at the U.N., in actuality, indUitry influence was more 
pronounced than that of consumer activists. Richard Schweiker, Secretary of the Depart-
ment of Health, Education and Welfare, refused to meet with Infant Formula and Action 
Coalition (lNFACT) representatives but granted a meeting to Bristol Myers executives. 
Letter from Gary W. Mize (Vice President Mead Johnson Nutritionals) to Richard S. 
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ous and unresponsive to patient needs in general. women are sig-
nificantly more "at risk" of medical abuse.10 The very organiza-
tion of the health care system reflects and perpetuates the social 
ideology of women as sexual and reproductive objects.ll 
In developing legal solutions to the broad spectrum of 
problems associated with the health care of women and children 
there are several avenues available to practitioners. Legislative. 
judicial and administrative remedies can be explored. Adminis-
trative petitioningll of federal agencies has been a particularly 
Schweiker (January 14, 1981). 
10. G. ANNAS, supra note 9, at 145; BoSTON WOWBN'S HaAL'ftI COLLBCTIVE, supra 
note 9, at 337. S. RuZEK, supra note 9, at 13, discusses why health care utilization pat-
terns are significantly higher among women than men. 
11. S. RUZEK, supra note 9, at 11. Sexism, like racism, has become institutionalized 
and embedded in the fabric of our society, so much so that many accepted medical prac-
tices are actually based on myths about female character and personality. Id. at 102; 
BOSTON WOWBN'S HEALTH COLLECTIVE, supra note 9, at 351-52. Furthermore, medical 
myths about women are reinforced by medical school training. G. ANNAS, supra note 9, 
at 145. See also G. COREA, THE HmDJtN MALPRACTICB 80-83 (1977); Howell, What Medi-
cal Schools Teach about Women, 291 NBw ENG. J. MBD. 304 (1974). 
12. Informal rulemaking under the Administrative Procedure Act, 5 U.S.C. § 553 
(1976) will be the focus of this Comment. Formal or on the record rulemaking under §§ 
556 and 557 are beyond the scope of this Comment. For a good discussion see Pedersen, 
Formal Records and Informal Rulemaking, 85 YALE L.J. 38, 39-41 (1975). 
The rulemaldng section provides that: 
(a) This section applies. according to the proviaiona thereof, 
except to the extent that there is involved-
(1) a military or foreign affairs function of the United 
States; or 
(2) a matter relating to agency management or person-
nel or to public property, loans, grants. benefits. or 
contracts. 
(b) General notice of propoeed rulemaking shall be published 
in the Federal Register. unless persona subject thereto are 
named and either personally served or otherwise have actual 
notice thereof in accordance with law. The notice ahall 
include-
(1) a statement of the time, place. and nature of public 
rulemaldng procedures; 
(2) reference to the legal authority under which the rule 
is proposed; and 
(3) either the terms or substance of the proposed rule or 
a description of the subjects and issues involved. Except 
when notice or hearing is required by statute. this BUb-
section does not apply-
(A) to interpretative rules. general Btatements of policy. 
or rules of agency organization, procedure, or practice; 
or 
(B) when the agency for good cause finds (and incorpo-
3
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effective method of fashioning and securing comprehensive rem-
edies for a wide variety of health care and consumer issues, II 
This Comment will demonstrate how to petition federal 
rates the finding and a brief statement of reasons there-
for in the rules issued) that notice and public procedure 
. thereon are impracticable, unnecessary, or contrary to 
the public interest. 
(c) After notice required by this section, the agency shall give 
interested persons· an opportunity to participate in the 
rulemaking through submission of written data, views, or ar-
guments with or without opportunity for oral presentation. Af-
ter consideration of the relevant matter presented, the agency 
shall incorporate in the rules adopted a concise general state-
ment of their basis and purpose. When rules are required by 
statute to be made on the record after opportunity for an 
agency hearing, Sections 556 and 557 of this title apply in-
stead of this subsection. 
(d) The required publication or service of a substantive rule 
shall be made not less than thirty days before Its effective 
date, except-
(1) a substantive rule which grants or recognizes an ex-
emption or relieves a restriction; 
(2) interpretative rules and statements of policy; or 
(3) as otherwise provided by the agency for good cause 
found and published with the rule. 
(e) Each agency shall give an interested person the right to 
petition for the issuance, amendment, or repeal of II rule. 
S U.S.C. § 553 (1976). 
13. Both Public Advocates, a San Francisco based public interest law firm, and 
Ralph Nader's various organizations in Washington have been particularly successful, on 
both state and federal levels, in using the petitioning process to redress a wide variety of 
harms and injustices. 
Petitioning efforts include: 
-Petition for Regulation of Dangerous Devices Presenting II Threat to the Health 
and Safety of California Women. (California Department of Health, 1975). 
-Petition for Classification of IUD's as New Drugs and For Labeling. (U.S. Depart-
ment of Food and Drug Administration, May 19, 1976). 
-Petition for Regulation of Pap Smear Screening. (California Department or 
Health, 1974). 
-Petition for Regulations Requiring Broader Disclosure of Ingredients on Food and 
Drink Labels. (Food and Drug Administration, Feb. 25, 1971). 
-Petition to Restrict Television Advertising to Children. (Federal Trade Commie-
lion, 1980). 
-Inner City Food Petition. (State of California, Sept. 15, 1979; also filed with Presi-
dent Carter, October 1980). 
-Petition to Prevent Dumping of Hazardous Exports. (Filed with President Carter, 
September 1980). 
-Presidential Petition to Free Surplus Cheese. (Filed with President Reagan, Dec. 
16, 1981). 
(All examples by Public Advocates unless otherwise indicated.) 
Women's Law Forum 
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agencies, how administrative petitioning has been used to re-
solve women's health care problems and how it may be used to 
work on other women's health issues. The Petition to Alleviate 
Domestic Infant Formula Misuse and Provide Informed Infant 
Feeding Choicel4 will serve as a case study for the petitioning 
process. Additionally, this Comment will explore the legal reme-
dies petitioners have under the Administrative Procedure Act 
when federal agencies fail to act on a petition, as well as discuss 
the extent to which courts will order agencies to act responsibly. 
I. THE ROLE OF WOMEN IN CHOOSING THE TYPE 
AND QUALITY OF HEALTH CARE THEY RECEIVE 
The medical profession has consistently treated women in a 
manner which disregards women's needs, safety and self es-
teem. l & Lawmakers and physicians are presently seeking to re-
strict access to contraception and abortion for low income wo-
men without regard to women's welfare and right to control 
their own fertility. Ie Women's health and safety are endangered 
14. A. Blackwell & L. Salisbury, Petition to Alleviate Domestic Infant Formula Mis· 
use and Provide Informed Infant Feeding Choice (June 12, 1981) [hereinafter cited as 
Petition). This Petition was compiled by Public Advocates and filed with the Depart-
ment of Health and Human Services, the U.S. Department of Agriculture and the Food 
and Drug Administration. The author was involved in the primary research and writing 
of that Petition. 
References are made throughout this Comment to the Petition and the 100 expert 
witness statements accompanying it. Copies of the Petition can be obtained from Public 
Advocates, 1635 Mission St., San Francisco, California 94103 for $7. All statements and 
unpublished materials referred to in this Comment are also on file at Public Advocates. 
15. See Doctors Pay More Attention to Men's Symptoms, Study Finds, San Fran-
cisco Chronicle, June 2, 1979, at 6, col. 1. For a general discussion of the historical devel-
opment of the current medical treatment of women, see B. EHRENRBICH, & D. ENOLlBH, 
CoMPLAINTS AND DISORDERS: THE SEXUAL POLmcs or SICKNBSS (1973) [hereinafter cited 
as B. EHRBNRBICH). See also G. COREA, supra note 11, at 74-232; Comment, Women', 
Health Care and Informed Consent: Who Should Decide What is Best for 
Women-Patients or Doctorsf, 9 GOLDEN GATE U.L. REv. 553, 556-63 (1979). 
For a discussion of the over-prescription of psychotropic drugs to women, see S. 
RuZEK, supra note 9, at 12; Fee, Women and Health Care: A Comparison of Theories, in 
SEIZING OUR BODIES 281 (C. Dreifus ed. 1978) [hereinafter cited as C. DRBlPus); Cooper-
stock, Sex Differences in the Use of Mood-Modifying Drugs: An Explanatory Model, 12 
J. HEALTH & Soc. BEHAVIOR 238, 238-42 (1971). 
16. E.g., Family Protection Act, Sl090, 97th Cong., 1st Seas. (1981). For a discussion 
of the medical profession'S role in marketing and disseminating information about birth 
control methods, see BOSTON WOMEN'S HEALTH COLLECTIVE, supra note 9, at 185-86, 338; 
S. RUZEK, supra note 11, at 78-79, 139-47. 
G. ANNAB, supra note 9, at 148-61, review8 the legal issues concerning abortion. See 
also Dreifus, Abortion: This Piece is for Remembrance, in C. DUlllus, supra note 15, at 
131; Paul & Schaap, Abortion and the Law in 1980, 25 N.Y.L. ScH. L. REv. 497 (1980); 
5
Orlolf: Administrative Agencies
Published by GGU Law Digital Commons, 1982
610 GOLDEN GATE UNIVERSITY LAW REVIEW [Vol. 12:605 
by profiteering inventors,17 drug companies ,11 and ineffective 
regulatory agencies which promote widespread use of hazardous 
drugs and devices that disproportionately affect women.1' Physi-
cians perform an inordinate amount of unnecessary reproductive 
tract surgery and sterilization.80 Childbirth practices are tailored 
to the needs of physicians rather than patients-often to the 
detriment of both mother and child.lI1 Infant formula promotion 
often deprives women of the right to choose a feeding method 
which benefits their child rather than the infant formula indus-
try. Faced with these realities women have begun to assert their 
COMMITTEE FOR ABORTION RIGHTS AND AGAINST STERILIZATION ABUSE, WOMEN UNDER AT-
TACK: ABORTION, STERILIZATION ABUSE, AND REPRODUCTIVE FREEDOM (1979). 
17. For a discussion of low,income and minority women as an uninformed experi-
mental population, see G. ANNAS, supra note 9, at 152-53; BOSTON WOMEN'S HEALTH 
CoLLECTIVE, supra note 9, at 337-38; S. RUZEK, supra note 9, at 44-46. 
18. The marketing of Diethylstilbestrol (DES) is the best example of medical pro-
fession and drug industry promotion of a drug which had not been adequately tested, 
was likely to be ineffective and was given to women experimentally without explaining 
the risks and dangers and obtaining informed consent. S. RUZEK, supra note 9, at 39-42; 
D. SCULLEY, supra note 9, at 18; Seaman, The Dangers of Se% Hormones, in C. DRElPus, 
supra note 15, at 167-76. For legal analyses see Sindell v. Abbott Laboratories, 26 Cal. 3d 
588, 607 P.2d 924, 163 Cal. Rptr. 132 (1980) (market share liability introduced as an 
avenue of recovery for DES plaintiffs seeking redress for injuries resulting from drug 
exposure before birth); Note, DES and a Proposed Theory of Enterprise Liability, 46 
FORDHAM L. REv. 963 (1978). 
The American pharmaceutical industry is too quick to sell doctors on prescribing 
drugs and American doctors are too quick to believe the drug houses. This situation 
provides the basis of the domestic infant formula industries' IIUCcess. Spake, The Push-
ers, in C. DREIFUS, supra note 15, at 177; see infra notes 114-165 and accompanying text. 
19. For a discussion of issues surrounding the Dalkon Shield, see S. RUZEK, supra 
note 9, at 43; SEAMAN & SEAMAN, WOMEN AND THE CRISIS IN SEX HORMONES (1977); 
Dowie & Johnston, A Case of Corporate Malpractice and the Dallron Shield, in C. Orw-
rus, supra note 15, at 86. 
20. Hysterectomies have been ranked first among all major unnecessary surgeries in 
the United States. Bunker, McPherson & Henneman, Elective Hysterectomy, in COSTS, 
RISKS AND BENEFITS OF SURGERY 262 (B. Barnes, J. Bunker, and F. Mosteller eds. (1977». 
See also L. WILLIAMS, How To AVOID UNNECESSARY SURGERY 210-11 (1971); D. ScULLY, 
supra note 9, at 17, 140-49. Sterilization abuse is particularly egregious among low-in-
come and minority women. G. ANNAS, supra note 9, at 151; S. RUZEK, supra note 9, at 
46-47; Dreifus, Sterilizing the Poor, in C. DREIFUS, supra note 15, at 105; COMMITTEE ro. 
ABORTION RIGHTS AND AGAINST STERILIZATION ABUSE, supra note 16. See also Lame&, 
The Epidemic in Unnecessary Hysterectomy, in C. DREIFUS, supra note 15, at 105. 
For a discussion of unnecessary radical treatment for breast cancer, see G. ANNAS, 
supra note 9, at 154; Kusher, The Politics of Breast Cancer, in C. DRElPus, supra note 
15, at 186. 
21. Despite this, upper and middle income women are rapidly demanding control 
over the birthing process. S. RUZEK, supra note 9, at 47. See G. ANNAS, supra note 9, at 
151-53; S. ARMS, IMMACULATE DECEPTION: A NEW LooK AT WOMEN AND CHILDBIRTH IN 
AMERICA (1975); Rich, The Theft of Childbirth, in C. DRElrus, supra note 15, at 146. 
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right to make informed choices about their own health care and 
that of their children. 
The legal requirement that patients must give informed 
consentll2 to medical treatment has been a critical tool in break-
ing the physician's monopoly over medical knowledge. Until re-
cently, physicians have had complete freedom to mandate 
"proper" treatment for individual women.18 The "good patient" 
in the eyes of the health system, is docile, trusting and uncuri-
ously obedient.·' Women are treated as children-persons to be 
sheltered and protected from unpleasant facts and relieved of 
responsibility for decision-making, ostensibly for their own 
good.1& Physicians typically withhold critical medical informa-
tion on the ground that patients are incapable of understanding 
it." In actuality, this implied medical ignorance is a self-fulfil-
ling prophecy. Such fostering of medical ignorance avoids troub-
lesome or unmanageable reactions from patients who might not 
agree with the course of treatment the doctor has chosen for 
them. 
Recently, however, educated middle and upper income wo-
men have begun asserting that they themselves are most compe-
tent to make decisions on contraceptives and sterilization; on 
whether to give birth at home or in a hospital attended by a 
physician, nurse-midwife or lay midwife; to accept a hysterec-
tomy on the basis of a single physician'S findings or insist on 
additional consultations; to choose minimal, radical or no sur-
gery for breast cancer; and to choose whether or not to breast-
feed their infants. In sum, these women are choosing what care 
is best for them." 
In the United States however, health care is a dual system; 
22. Simply stated, a physician may not render treatment without explaining to the 
patient the risks and material facts concerning the treatment and its alternatives, includ· 
ing non·treatment, and the relative probabilities of success. Once this information has 
been obtained, the physician must secure the patient's competent, voluntary and under· 
standing consent to .proceed. G. ANNAS, supra note 9, at 57·58. For a full discussion of 
the informed consent doctrine, see id. at 57·66; Comment, supra note 15, at 563·79. 
23. S. RUZEK, supra note 9, at 3. 
24. BOSTON WOMEN'S HEALTH COLLECTIVE, supra note 9, at 98. 
25. S. RUZEK, supra note 9, at 33; D. SCULLY, supra note 9, at 19. 
26. S. RUZEK, supra note 9, at 33; D. SCULLY, supra note 9, at 11. 
27. S. ARMS, supra note 21, at 175·280; S. RUZEK, supra note 9, at I, 5, 36. 
7
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there is one type and quality of medical services for the middle 
class and the wealthy, another for low income, minority and eld-
erly members of our society.18 The extent to which one actually 
chooses medical care is limited by economic status, domicile, ed-
ucation, the degree of medical crisis and sex.1II 
Low income and minority women typically have so little 
health care information as to be totally at the mercy of their 
providers. so Reduced to using emergency rooms, inpatient and 
outpatient clinics and hospital wards of large, publicly funded, 
teaching hospitals, the indigent are treated almost exclusively by 
residents, interns and medical students.lIl It is in this context 
that low income, minority and non-English speaking women be-
come infant formula users, victims of sterilization abuse,s, sub-
jects of medical demonstrationlll and experimentation14-almost 
uniformly without their informed consent.SII 
The problem of domestic infant formula misuse is represen-
tative of a wide variety of issues concerning women in our health 
care system. The major factors contributing to the decline in 
breast-feeding among America's low income mothers and the 
concurrent rise in infant formula misuse-hospital practices, 
physician attitudes and health care industry promotional prac-
tices-are the same factors which in a large part determine the 
type and quality of health care all women receive. On June 17, 
1981, Public Advocates filed a Petition to Alleviate Domestic 
28. D. SCULLY, supra note 9, at 10-11. 
29. BOSTON WOMEN'S HEALTH COLLECTIVE, supra note 9, at 345-46. Persons best able 
to choose good health care live in a sizeable city with many hospitals and doctors, are 
male, have health insurance, can pay the inevitable extra coste, are well educated and 
somewhat informed about health care, are flexible in their values and have time to de-
velop a relationship before a crisis by interviewing doctors and reviewing hospitals. E. 
KENDING, IN CRITICAL CONDITION: CRISIS IN AMERICA'S HEALTH CARE 168-69 (1972). 
30. BOSTON WOMEN'S HEALTH COLLECTIVE, supra note 9, at 357. 
31. BOSTON WOMEN'S HEALTH COLLECTIVE, supra note 9, at 358; S. RUZEK, supra 
note 9, at 107; D. SCULLY, supra note 9, at 121-23, 136-37, 236-37. 
32. See C. DREIFUS, supra note 15, at 105-20. COMMITTEE FOR ABORTION RIGHTS AND 
AGAINST STERILIZATION ABUSE, supra note 16. 
33. G. ANNAS, supra note 9, at 147-48. 
34. See supra note 17, and accompanying text; BOSTON WOMEN'S HEALTH COLLEC-
TIVE, supra note 9, at 337 .. 
35. When women in public hospitals demand the right to breast feed or to control 
decisions as to their care they run the risk of dehumanized treatment, and outright scare 
tactics to get them to submit to the desired procedures. BOSTON WOMEN'S HEALTH COL-
LECTIVE, supra note 9, at 358; S. RUZEK, supra note 9, at lOS, 115. 
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Infant Formula Misuse and Provide Informed Infant Feeding 
Choice with the Department of Health and Human Services, the 
U.S. Department of Agriculture (USDA) and the Food and Drug 
Administration.88 This petition will provide a case study illus-
trating the manner in which petitioning can be used to solve wo-
men's health care problems. What follows is a digest of that pe-
tition which illustrates a microcosm of the issues affecting 
women in our health care system. 
II. DOMESTIC INFANT FORMULA MISUSE AND THE 
DECLINE IN BREAST-FEEDING: AN OVERVIEW 
Despite strong recommendations8'1 from major national and 
international medical associations that breast-feeding is the 
medically preferred, superior method of infant feeding, and de-
spite the current self-initiated return of middle and upper in-
come American women to this feeding mode,88 commercially pre-
pared, inherently inferior formulas continue to be used widely in 
this country by low income women.SII The breast-feeding rate for 
36. See supra note 14. 
37. Breast-Feeding, supra note 6; DRAFT INT'L PEDIATRICS ASS'N, REcOMMENDATlONS 
rOR ACTION PROGRAMS TO ENCOURAGE BREAST FEEDlNG, 4 BULL. INT'L PEDIATRIC A. 19 
(1975); WORLD HEALTH ORGANIZATION, INT'L CODE or MARKETING or BREASTMILK SUBSTI-
TUTES (1981); APHA, supra note 6. 
38. Between 1926 and 1930, 80% of the children born in the United States were 
breast-fed. By the late 1960's, this figure dropped precipitously to 28%. W. Butz, & A. 
Leibowitz, The Rand Corp., The Resurgence of American Breastfeeding: A Behavior and 
Biomedical Investigation with New Data, 7-8 (June 27, 1980) (unpublished research pro-
posal to the National Institute of Child Health and Human Development). Accord, 
Hirschman & Butler, Trends and Differentials in Breast-feeding: An Update, DEMOGRA-
PHY, Feb. 1981, at 4; C. HIRSCHMAN & G. HENDERSHOT, TRENDS IN BREAST-FEEDING 
AYONG AMERICAN MOTHERS, 23 VITAL AND HEALTH STATISTlCS, DEP'T HEALTH, EDUCATlON 
WELFARE No. 79-1979, at 1 (Nov. 1979). Recently, however, middle and upper-income, 
educated women have returned to breast-feeding in substantial numbers. Martinez & 
Nalezienski, 1980 Update: The Recent Trend in Breast-feeding, 67(2) PEDIATRICS 260 
(1981); O'Toole, Breast-feeding Up Sharply in Private Hospitals, Washington Post, Jan. 
6, 1979, at AI0, col. 3. 
Today's typical breast-feeding mother "is white, ... from middle and upper income 
groupings, well educated, older than twenty-five years, married, and [was herself) breast-
fed." Ladas, Breastfeeding: The Less Available Option, J. TROPICAL PEDlATRICS AND 
ENVTL. CHILD HEALTH, Dec. 1972, at 317, 329; J. Mohrer, Breast and Bottle-feeding 
Among the Urban Poor: An Assessment of Influences, Attitudes and Practices 1, 3 (Jan. 
1979) (La Leche League Int'l, Paul Gyl)rgy Award), reprinted in MEDICAL ANTHROPOL-
OGY, Winter 1979, at 125; Hirschman & Butler, supra at 11-12; Winikofl' & Baer, The 
Obstetrician's Opportunity: Translating 'Breast is Best' from Theory to Practice, 138 
AM. J. OB/GYN, Sept. 1980, at 105, 107; Statement No. 13 in support of Petition, supra 
note 14. 
39. The following figures demonstrate the low, even declining rates of breast-feeding 
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Blacks during the last thirty years has declined from nearly 80% 
to 20%, with a significant portion of that 20% representing up-
per income, educated Black women.40 The rate for Hispanics has 
among Blacks, Hispanics, Native Americana and Indochinese immigrants. The state-
ments were made in support of the Petition, supra note 14: 
-Appalachia: Fewer than 10% of low-income Blacks and Whites breast-fed in 1976. 
Statement No. 92. 
-Apache & Navajo Nation, Arizona: Only 8-39% of WIC clients breastfeed at all. 
B. BURKHALTER, S. RrrENBAUGH & G. HARRISON, TllBNDs IN INrANT FEEDING AMONG 
SoUTHWEST AMERICAN INDIANS 1900-1980, DEP'T or FAMILY AND COMMUNITY MEDICINE, 
UNIV. or ARIZONA-TucSON 33·34 (1981). 
-Loa Angeles, California: Between 5 and 15% of low-income Blacks and Hispanics 
breastfed in 1977. Statement No. 53. 
-San Diego, California: Among Indochinese, breastfeeding declines to 20% after 
arrival in the United States. Statement No. 85. 
-San Francisco, California: In Chinatown, 18% of clinic women planned to 
breastfeed. Statement No. 45. 
-Washington, D.C.: At District of Columbia General Hospital, fewer than 5% 
breastfed in 1981. Statement No. 92. 
-Wichita, Kansas: Fewer than 10% of low-income Blacks breastfed in 1980. State-
ment No. 30. 
-New Orleans, Louisiana: At Charity Hospital, 5% of low-income Blacks breastfed 
in 1981. Statement No. 68. 
-Twin Cities, Minnesota: Upon arrival in the United States, Vietnamese breastfed 
at 71%; Hmong, 50%; and Laotian, 100%. After 6 months, only 25% breastfeed. State-. 
ment No. 83. 
-Philadelphia, Miaaiaaippi: Ten per cent of Choctaw Indiana breastfeed. Statement 
No. 86. 
-New York, New York: Between 3 and 12.8% of ward service and clinic women 
breastfeed. J. PACKTBR, J. GoRDON, SURVEY or INFANT FuDINO TBACHING PRACTICES IN 
PRENATIAL CLINICS, (1980) (unpublished, available from New York City Dep't of Health, 
Bureau of Maternity and Family Planning). 
-Durham, North Carolina: The rate among low-income Blacu declined from 2-3% 
in 1977 to 1.5% in 1981. Statement No. 59. 
-Del Rio, Teus: In 1980, 1 % of Mexican-American women breastfed. Statement 
No. 96. 
While 90% of middle and upper income women delivering in private hospitals elect 
to breast-feed, no more than 5% of the women in public hospital maternity wards 
breast-feed their infants. O'Toole, .upra note 38. 
40. Interview with Charles Hirschman, Prof8llllOr of Sociology, Duke University, 
Durham, North Carolina (April 2, and April 27, 1981) (based on raw data from the 1976 
National Survey of Family Growth). 
Historically, black women breast-fed significantly more than white women (72.6% 
versus 50.2%). Id.; Rivera, The Frequency 01 Use 01 Various Kinds 01 Milk During In-
laney in Middle and Lower Income FamilieB, 61(2) AM. J. PUB. HEALTH 277 (1977). The 
data shows that 73% of black women breast-fed their children in 1950 while only 56% of 
white women were breast-feeding. In 1960, black and white women were breast-feedng at 
an equal rate of approximately 42%. By 1974, 11 % of black women were breast-feeding, 
in contrast to 30% of white women. Hirschmann & Hendershot, .upra note 38, at 16. As 
educational and socio-economic levels increase for black women, and they gain access to 
quality prenatal care and information on the superiority of breaat-feeding, their breast-
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dropped from 73 % to 18 %, with a substantial portion of the 
18 % representing recent immigrants who have not yet aban-
doned the breast-feeding tradition.41 The breast-feeding rate for 
native Americans has declined from 73% to less than 10%.42 In-
dochinese immigrants arrive in the United States breast-feeding 
at rates ranging from 51 % to 100%, depending upon their tradi-
tional culture. Within six months of their arrival their breast-
feeding rates uniformly decline to 25%.41 This reliance upon in-
fant formula by the poor is particularly alarming since it is they 
who can least afford expensive formulas,44 and benefit most from 
feeding rates increase. Letter from Mila Jasey, Leader of the only Black La Leche 
League Chapter in the country, South Orange, New Jersey, to Lealye E. Orloff (April 24, 
1981). 
41. CENTER FOR DISEASE CONTROL, UNITED STATES· MEXICO BORDER SURVEY, FIGURE 
13 (1980). Where riaes in Hispanic breast· feeding rates can be documented, they are due 
largely to an influx of new immigrants. Statement No. 5 in support of Petition, supra 
note 14. As Hispanic women gain purchasing power in their communities, they try to 
emulate American culture and breast· feeding rapidly declines. In 1977, a study of breast· 
feeding among Mexican migrant workers in Houston, Texas found 92% of the children 
of migrant women from Mexico were breast· fed. Among Houston·bom Mexican·Ameri· 
can infants, 30% were breast· fed, usually for only one to six months. C. Johnson, Breast· 
feeding and Social Class Mobility; the Case of Mexican Migrant Women (1977) 
(presented at AAA meetings). 
42. B. BURKHALTER, C. RITENBAUGH & G. HARRISON, supra note 39, at 33·34; French, 
Relationship of Morbidity to the Feeding Pattern of Navajo Children from Birth 
through Twenty·four Months, 20 AM. J. CUN. NUTR. 375, 377 (1967). See generally El· 
lestad.Syad, Coodin, Dilling & Haworth, Breastfeeding Protects Against Infection in In· 
dian Infants, 120 CAN. MED. A.J. 295, 297 (1970); Maynard & Hammes, A Study of 
Growth, Morbidity and Mortality Among Eskimo Infants of Western Alaska, 42 WHO 
BULL. 613, 616 (1970); Van Duzen, Protein and Calorie Malnutrition Among Pre·school 
Navajo Children, A Follow·Up, 29 AM. J. CLIN. NUTR. 657,658 (1976). 
Generally, traditional (in belief, dress, housing arrangements, language) native amer· 
ican women tend to breast·feed more than their assimilated counterparts. B. Burkhalter, 
C. Ritenbaugh, G. Harrison, Infant Feeding Among the Navajos 9·10 (Jan. 19, 1981) 
(unpublished study, University of Arizona). See also Statement No. 15 in support of 
Petition, supra note 14. 
43. Statement No. 83 in support of Petition, supra note 14. Indo·Chinese refugees 
are heavily influenced by the medical profession, which presents boule· feeding as the 
American way. Statement No. 85 in support of Petition, supra note 14. Isolated from 
other sources of information, Indo·Chinese refugees are very susceptible to the influence 
of the small group of professionals with whom they interact. Indo·Chinese groups as a 
whole show a strong desire to become part of their new society and to function normally 
in this new home. Statement No. 12 in support of Petition, supra note 14. 
The most overwhelming food habit change is the adoption of bottle· feeding and the 
introduction of dairy products into the diet. This can lead to inappropriate use of this 
new food to the exclusion of traditional nutritious foods. One Cambodian family used 
milk exclusively to feed children up to three years of age because they perceived milk as 
the American "secret" to healthy children. Statement No.7 in support of Petition, supra 
note 14. 
44. While a nursing mother should consume extra nutrients and calories, the added 
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breast milk's superiority.411 Furthermore, it is they who are most 
dietary expense is considerably less than the cost of infant formula. A 1976 study 
demonstrated that the lactating mother's dietary supplements for one year would cost 
$167, while feeding her infant concentrated formula would cost $227, powdered, $247, or 
ready-to-feed, $276. This represents an additional feeding cost of $60-99. Lamm, Delaney 
& Dwyer, Economy in the Feeding of Infants, 24(1) PBD. CLIN. N. AM. 71 (1977) . 
. These figures are conservative, since some forms of formula-particularly ready-to-
feed bottles-are significantly more expensive. July 1976 figures for Washington, D.C., 
showed the weekly cost ranging from $3 for the lactating mother following USDA's 
thrifty food plan to $19.70 fot a week's supply of four-ounce ready-to-feed bottles. Peter-
kin & Walker, Food for the Baby . .. Cost and Nutritive Value Considerations, FAM. 
EcON. REV., Fall, 1976, at 3. This translates into an additional $706.16 per year for par-
ents using ready-to-feed formula. 
Assuming half the nation's annual 3,500,000 new mothers who could breast-feed are 
not, these studies project savings of $105,000,000 to $173,250,000. Petition, supra note 
14, at 48-49. 
45. Comparisons of infant formula and human milk have shown vast differences in 
protein composition, fat absorption, carbohydrates, minerals, and immunological effects. 
These differences have significant implications for infant health and development. For a 
general discussion of beastmilk's superiority, see Breast·feeding, supra note 6, at 591·96; 
Cunningham, Breastfeeding and Morbidity in Induatrialized Countries: An Update, in 
ADVANCES IN INT'L MATERNAL AND CHILD HEALTH 137·39. (D. & E. Jelliffe eds. 1981) 
(hereinafter cited as Breastfeeding Update); D. & E. JELLlrrit, HUMAN MILK IN THE 
MODERN WORLD (1978) [hereinafter cited as HUMAN MILK); R. LAWRENCE, BREASTFEED· 
ING: A GUIDE FOR THE MEDICAL PROFESSION 46·47 (1980); Petition, supra note 14, at Ap· 
pendix A. 
Additional benefits of breastfeeding include: 
-Contraceptive effect of Lactation. Statement Nos. 9, 65. 
-No exposure to the dangers inherent in poor quality control of infant formulas. 
Blackwell & Salisbury, Administrative Petition to Relieve the Health Hazards of Pro· 
motion of Infant Formulas in the U.S., 8(4) BIRTH & FAMILY J., Winter 1981, at 287. For 
example, in January 1982, Vitamin B·l rather than Vitamin B·6 was added to a huge 
batch of nursery formula. Such a mistake is known to cause cerebral palsy or retardation. 
Goodman, Pro·Family Isn't Always Pro·Baby, Los Angeles Times, March 21, 1982, pt. 
IV, at 5, col. 3. 
Bottle·fed infants are more susceptible to the following illnesses: 
-Necrotizing enterocolitis (NEC). See Petition, supra note 
14, at A·I0·n. . 
-Otitis Media. See id. at 11·12. 
-Sudden Infant Death Syndrome (SIOS). See id. at A·12. 
-Baby bottle carries. See id. at 31·32. 
-Obesity. See id. at 32. 
-Severe reduction in maternal infant bonding. See id. at 29-
31; M. KLAUS, S. KENNELL, MATERNAL INFANT BONDING (1976). 
A common concern for many women is that toxins they receive from the environ· 
ment which are stored in their bodies will be passed on to their infants through breast· 
feeding. Actually these toxins are stored in the fatty tissues of the mother's body and are 
released into her milk only if she loses a large amount of weight in a short period of time. 
In fact, nature uses the mother as a filter, storing toxins in her body and protecting her 
infant from these dangers. The benefits of this protective value of breast-feeding are 
amplified in light of the number of mothers who use concentrated formula which must 
be mixed with water, thus feeding possibly dangerous toxins directly to the infant. The 
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susceptible to the severe risk of harms that can, and often do, 
result from improper use. 
A. NEAR EPIDEMIC MISUSE 
The key requirements for safe use of formula are proper 
mixture, proper sterilization where required, and proper refrig-
eration.41 For the majority of American women who live in 
homes with sanitized water, electricity and refrigeration, and 
who read English, following the necessary directions presents no 
problem. Formula, however, is aggressively marketed4' to low in-
come, technologically poor, and non-English reading populations 
who lack facilities for proper sterilization4' and refrigeration4• of 
formula and who cannot always distinguish between concentrate 
and ready-to-feed formula, or understand label instructions. 
Infant health problems caused by formula misuse have 
reached near epidemic proportions among our fast growing His-
panic population.eo Incorrect preparation and contamination of 
formula cause a major portion of the diarrhea and gastroneter-
itis which plague both rural and urban Hispanic infants. III The 
only solution in danger areas is to use ready-to-feed formula in individual servings. This 
option is prohibitive for many low income women. Statement No. 89 in support of Peti-
tion, supra note 14. 
46. If formula is purchased in a powdered or liquid concentrate form, it must be 
mixed with the proper amount of water before it is used. Depending on the quality of the 
water, it may require Ilterilization either before or after the mixture is prepared. The 
directions on the Similac can of liquid concentrate state: "Sterilization is recommended. 
Your physician win decide if it is not required." 
47. Statement No. 41 in support of Petition, supra note 14. 
48. Mothers are often not informed of the critical importance of washing bottles and 
nipples and using boiled water to prepare formula. Thus, very small children arrive at 
the hospital with severe diarrhea, frequently specific diarrhea like Shigella and Salmo-
nella. The contents of one formula bottle was found capable of growing a full spectrum 
of bacteria, usually found in the stool. Id. Families in many regions of the United States 
can neither use their home water supply for human consumption. nor afford to purchase 
bottled water. In such instances infant formula use can be extremely dangerous. State-
ment No. 26 in support of Petition, supra note 14. 
In rural Northern California. a number of weDs have been found contaminated with 
DBCP. Statement No. 19 in support of Petition, supra note 14. Water on the Arizons 
Navajo reservation is contaminated with radioactive wastes. 
49. Statement Nos. 19-20 in support of Petition, supra note 14. 
50. Statement Nos. 41, 46, 47, 77 in support of Petition, supra note 14. 
51. In Del Rio, Telt88, near the Mexican border, infant mortality among the largely 
Hispanic population is very high; its number one cause is diarrhea. Breast-feeding is the 
rare exception rather than the rule in the Del Rio area, and the biggest single problem is 
contamination of formula due to lack of sterilization or refrigeration. R. Dellums, Report 
on Field Investigation of Infant Formula Promotion and Use 18-19 (March 30, 1979) 
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most severe problems develop when an infant is fed concen-
trated formula without dilution,lIlI which occurs often because of 
the mother's inability to read the instructions on the label. The 
high concentrations of salt and protein in undiluted formula can 
lead to dehydration, kidney damage and cerebral bleeding. III 
Frequently, the expense of formula also leads many low income 
families to stretch the formula by over-dilution or to switch to 
using whole cow's milk at a very early age.1I4 
Among native Americans, poverty and lack of facilities such 
as plumbing and electricity make conditions on most reserva-
tions indistinguishable from those in developing countries. Since 
infant formula is virtually impossible to use safely on the reser-
vation,1UI its widespread use leads directly to high infant morbid-
ity and mortality." 
The newest of American immigrant populations, the In-
dochinese refugees, are beset by these same patterns of formula 
misuse. Despite generations of breast-feeding, and indeed 
breast-feeding of siblings born in Cambodia, Laos or Vietnam, 
the immigrant infant born here is often bottle-fed, frequently 
improperly.1I7 Here too the language barrier has been the most 
common problem. Due to the difficulty in conveying basic infor-
mation, the finer points of breast- and bottle-feeding are often 
overlooked. Multiple cases of formula misuse result." 
(unpublished research report). 
52. At the Pediatric Clinic of Los Angeles County General Hospital, where the pa-
tient population is about 98% Hispanic, two or three cases a week come into the emer-
gency clinic in which the baby has severe diarrhea caused by undiluted concentrated 
formula. Statement No. 77 in support of Petition, &Upro note 14. 
53. Statement NOB. 26, 41 in support of Petition, supra note 14. 
54. This results in widespread iron deficiency anemia among non-breast-fed low in-
come children. Iron deficiency anemia is rare among breast-fed infants. Statement No. 88 
in support of Petition, supra note 14. 
55. Ready-to-feed formula cannot safely be used on the reservation due to the lack 
of refrigeration in many areas. Concentrate cannot safely be used because the water is 
contaminated with arsenic and radioactivity which are concentrated, rather than re-
moved, by boiling. Feeding undiluted concentrate is also prevalent. The results are pre-
dictable-chronic diarrhea, gastroenteritis, otitis media and baby bottle carries. State-
ment No. 20 in support of Petition, supra note 14. 
56. Infant mortality among Native Americans is ten times the national average. Se-
vere problems from infant malnutrition are estimated to affect u much as 70% of the 
population. Statement NOB. 15, 44 in support of Petition, supra note 14. 
57. Statement No. 51 in support of Petition, supra note 14. 
58. Statement NOB. 22, 45 in support of Petition, supro note 14. 
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Even when used properly, infant formula has been associ-
ated with increased infant morbidity and mortality,ae The medi-
cal profession's endorsement of breast-feeding has been based 
on concrete evidence. eo Bottle-fed infants suffer two to three 
times more significant illness and are hospitalized three times 
more often than breast-fed infants.el In the first month of life, 
artificially-fed infants have a I5-fold greater chance of hospitali-
zation,el The formula-fed baby is three times as likely to suffer 
otitis media, twice as likely to suffer either significant vomiting 
or diarrhea and more than five times as likely to suffer acute 
lower respiratory illneBB,ea 
In low income settings the protection breast-feeding pro-
vides is even more pronounced. Native American bottle-fed in-
fants have hospitalization rates ten times higher than breast-fed 
infants.414 Mortality predictions are even more chilling than the 
above figures. By universal breast-feeding in the United States, 
5,000 infants might be saved yearly.el 
59. See Cunningham, Morbidity in Brell8t-Fed and Artificially-Fed Infants (pt. I), 
90 J. PEDIATRICS 726 (1977). Accord Larsen & Homer, Relation of Brell8t Versus Bot-
tlefeeding to Hospitalization for Gll8troenteritis in a Middle-Clll8s U.S. Population, 92 
J. PEDIATRICS 417 (1978). See Fallot, Boyd, & Oski, Brell8tfeeding Reduces Incidence of 
Hospital Admi8sions for Infection in Newborn Infants, 65 PEDIATRICS 1121 (1980); Peti-
tion, supra note 14, at 23-27. 
For an excellent overview of the effect of breast-feeding on morbidity and mortality 
trends, see, Bre08tfeeding Update, supra note 45, and J. Wray, Feeding and Survival: 
Historical and Contemporary Studies of Infant Morbidity and Mortality (April 1979) 
(unpublished). 
60. See lupra note 38. 
61. Cunningham, Morbidity in Brell8t-Fed and Artificially-Fed Infants (pt. 2),95 J. 
PEDIATRICS 685 (1979). 
62. Statement No. 17 in support of Petition, supra note 14. 
63. HUMAN Mn.K, supra note 45, at 147. 
64. French, Relationship of Morbidity to the Feeding Pattern of Navajo Children 
from Birth Through Twenty-Four Months, 20 AMBR. J. CLIM. NUTR. 375 (1967); State-
ment No. 44 in support of Petition, supra note 14. 
65. Fifty years ago the post-neonatal mortality rate (deaths be-
tween one month and one year of age of breast-fed welfare 
infante) was 1.6/1,000. During the last decade the same rate in 
a socially comparable group of infante who were predomi-
nately bottle-fed was 10/1,000. In 1979 this rate for all U.S. 
infante (including those from middle and upper socio-eco-
nomic groups) was 4.4/1,000 .... Based on 1979 births about 
5,000 U.S. infants might be saved yearly. 
Statement No. 7 in support of Petition, supra note 14. 
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B. FACTORS WHICH DISCOURAGE BREAST-FEEDING AMONG Low 
INCOME WOMEN 
When human milk, an abundant low cost natural resource," 
is readily available, it is tragic that so many low income, minor-
ity and non-English speaking women are coerced into using in-
fant formula. Although middle and upper income educated wo-
men generally enjoy extensive prenatal care,'" have access to 
counseling on infant feeding, and are demanding natural births 
and a say in their own medical care and that of their children," 
women who are educationally and economically disadvantaged 
do not have these advantages.'· Consequently, their infant feed-
66. See supra note 44. The greater morbidity and mortality rates for bottle-fed ba-
bies translate directly into greater expense for hospitalization, outpatient care, and emer-
gency room aervices. If half the mothers who are presently bottle-feeding began breast-
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67. Despite the critical nature of prenatal care, 25% of all pregnant women receive 
late, little or no such care. THB SBLBCT PANa. fOR PaoMonON 0' CHILD HBALTH, BIITI'BIt 
HEALTH FOR OUR CHILDRBN: A NATIONAL STRATBGY 166 (1980) (report to the United 
States CongreBB and the Secretary of Health and Human Servic:ea); R. DeUuma, 8upra 
note 51, at 3, 18. For women who are very young, over 35, Blaek, poor, have little educ:a-
tion or are unmarried, the percentage is ailnific:antly higher. rd. at 166. See generally 
DIVISION OF CONSUMER SUV., CALI'OftNlA STATS Dzp'T 0' CONSU .... mAIRS, PBluNATAL 
HEALTH CARt FOR THE POOR: A CoNTINUING DBrICIKNCY IN CALIfORNIA (1981) (G. Koehler 
& R. Deviers). 
68. D. SCULLY, supra note 9, at 136-37; Jellift'e, Breat-/eediflll in the United State8 
and the World, in SYMPOSIUM ON HUMAN LACTATION 1 [hereinafter cited 18 JeUift'e, LAc-
TATION SYMPOSIUM). 
69. As Blacks, Hispanics, Native Americana and Asians 88IIimiiate into the dominant 
Anglo-American society, specific cultural trends in breast-feedllll are eventually aban-
doned and American society's inhibitions about breut-feeding are embraced. Of particu-
lar importance is the atatus of bottle-feedilll, which is presented by the media and the 
medical profeBBion as modem, scientifically approved, and the American way. A. 
ISENALUMNE, N.Y. CITY DBP'T 0' PUB. HBALTH, A SroDY 0' THa Ra.ATlONSHIP BKTWBRN 
BREAST-FEEDING AND FoUR SPECIPIC Souacu 0' IN'ORMATION ON INPANT FuoING PRAc-
TICES AMONG Low SocIO-BCONOMIC STATUS MOTHDB 87 (1979). Statement Nos. 51, 100 
in support of Petition, 8Upra note 14. 
The elevated role of the breast as a aex symbol in AIJIlo-American society has alao 
contributed to the decline in breast-feediIJI. Many women are led to believe that breast-
feeding is incompatible with sexuality. They are told that their breasts are the sexiest 
part of their anatomy and consequently feel embarruaed or uncomfortable about breast-
feeding. BOSTON WOMEN'S HBALTH COLLRCTlVR, 8upra note 9, at 311; Mohrer, 8upra note 
38, at 129; Winikoff & Baer, 8Upra note 38, at 9-11. 
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ing decisions are significantly influenced by the treatment and 
advice they receive at the hospital.70 The formula companies, ac-
tutely aware of the critical influence hospitals have on infant 
feeding choices, particularly among the poor, have concentrated 
their promotional and advertising efforts on orienting medical 
professionals towards infant formula use and establishing a pres-
ence in the hospitals." 
Most hospitals serving large, low income populations do not 
provide an atmosphere conducive to breast-feeding.7• They typi-
cally convey to low income mothers the view that bottle-feeding 
is safe, convenient and medically recommended as best for their 
Infant formula is also viewed as "liberating." Women believe it is easier, more con· 
venient and does not "tie them down." Ladas, supra note 38. There is a common miscon. 
ception that many low income women choose not to breast-feed because they must work. 
Available data does not, however, support this contention. Winikoff & Baer, supra note 
38, at 109; Domestic Use of Infant Formula: Hearings Before the Subcomm. on Over-
sight and Inuestigationa, Comm. on Energy and Commerce, 97th Cong., 1st Sese. 25 
(1981) [hereinafter cited as Domestic Infant Formula Hearings) (statement of Angela 
BlackweU). When low income women are properly instructed on how to express and store 
milk at work, their efforts to breast· feed and work have been extremely successful. Id. at 
25 (statement of Mercedes Salazar). 
The concept of the modern woman who contributes to her family and society 
through work has had far· reaching effects on the role of women yet minimizes the value 
placed on her unique biologic8I ability to breast· feed. This has been the most difficult 
issue for many feminists. Can women successfully debunk the definition of "woman·as· 
reproductive breast" and at the same time emphasize the value of female biology? Basi· 
cally and most fundamentally, the feminist focus on health and body issues can be a 
strategy to subvert the ideology of sexism at its base, i.e., the social interpretation of 
biological difference. Marieskind & Ehrenreich, Toward Socialist Medicine: The 
Women's Health Mouement, 6 Soc. POL., Sept./Oct. 1975, at 34, 38. Since the sub-
servient position of women in society is socially conditioned, it, therefore, can be aociaUy 
redefined. J. HOLE, E. LBvtNB, REBIRTH or FEMINISM 171 (1971). Thus, rather than mini· 
mizing or ignoring their biology, women must begin to re·examine health and body issues 
80 as to integrate the value of female biology into a redefined social self. If women are to 
truly gain equality in our society, their dual role-worker and mother-must be appreci· 
ated. The deterrents discussed above remained imbedded in American culture until the 
1970& when significant numbers of well·educated, upper and middle income women reo 
turned to breast·feeding. Low income women, however, remain generally unaware that 
the "modern" woman of the 1980's breast· feeds. More important, they remain in great 
part unaware of the significant benefits of breast· feeding. See O'Toole, supra note 39; S. 
Huffman, Trends in Breastfeeding in the U.S., Special Focus on the Practices of Low. 
Income Mothers (March 14, 1980) (unpublished study, Office of Policy Planning and 
Evaluation, Food and Nutrition Service, USDA, Washington, D.C. 20250). 
70. See infra notes 84-113 and accompanying text for further discussion. 
71. Statement No. 70 in support of Petition, supra note 14; Bee Petition, supra 
note 14, at 79-106; text accompanying notes 107-137 . 
. 72. Mohrer, supra note 39, at 1; R. Dellums, supra note 51, at 8-9. 
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children.'3 For the low income and often non-English speaking 
mother, this could not be further from the truth." 
Detrimental Hospital Practices 
Most first-time mothers, with little encouragement, express 
a desire to breast-feed, only to be defeated in a few days or 
weeks under the American system of hospital care." Over the 
past 20 or 30 years, childbirth has increasingly become a techni-
cal event. In recent years, while upper and middle income edu-
cated women have been demanding natural child birth and mid-
wives, hospitals treating low income women have continued to 
place a higher priority on administrative and physical needs 
than on emotional needs which get in the way of efficiency." 
Common obstetrical practices, especially those to which poor 
women are subjected, fail to support the initiation and continua-
tion of breast-feeding and actually physiologically obstruct the 
breast-feeding process.'77 Such practices undermine any informed 
choice and predetermine that infant formula will be 
73. Statement No. 100 in support of Petition, .upra note 14. 
74. See supra notes 46-58 and accompanyilll tellt for a dilCussion of hospital 
practices. 
75. Hill, Infants' Feeding: Historical and Current, 14 Pm. CLiN. N. AM. 255 (1967). 
76. Morris, Psychological Miscarriage, An End to Mother Loue, 1'ItANSACTlON, Jan.! 
Feb. 1967, cited in BOSTON WOMEN'S HEALTH COI.1.&CTlVK, ,upra note 9, at 308. 
77. Breast-feeding functions on a supply and demand principle. Applebaum, The 
Modern Management of Succe88ful Breastfeeding, 17(1) Pm. Cl.IN. N. AM. 203 (1970). 
The establishment and maintenance of milk secretion depend ultimately on two interre-
lated reflexes-the infant's suckling reftex and the mother's letdown or milk ejection re-
flex. Lawrence, supra note 45, at 125-26; Newton, Physiology of Loctation, in SYMPOSIUM 
ON HUMAN LACTATION 17 (1976). A mother's milk supply is controlled by her baby's ap-
petite. The infant's suckling at frequent intervals stimulates the secretion of prolactin, 
the hormone responsible for milk production in the mother. Id. The more the baby 
nurses, the more milk the mother will have. HUMAN MILK, ,upra note 45, at 14-15. Any 
decrease in suckling stimulus will result in a diminishing milk supply. Newton, supra at 
27. 
While the amount of milk produced is controlled by the baby's appetite, the availa-
bility of milk depends on the letdown or milk ejection reftes, which propels the milk into 
the ducts leading to the nipple. HUMAN Mn.K, supra note 45, at 20-21. The human let-
down reflex can be markedly inhibited by psychological factors. Id. at 22-24. This is the 
secret to the infant formula industry's promotional SUcc:easetl. When a mother's confi-
dence in her ability to breast·feed is undermined because she believes that her milk is 
not good enough or that her infant is not getting enough, her reaultiJII anltiety or stress 
can block the reflex altogether, preventing the milk from reaching the baby. This situa· 
tion is often characterized as the "insufficient milk Iyndrome." Id. at 22·24; R. LAw· 
RENCE, supra note 45, at 127·128; Appelbaum, supra, at 233. 
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used'J8-unless, of course, a woman has the education and deter-
mination to demand treatment which overcomes such 
impediments."· 
Hospital practiceslO which inhibit lactation may be outlined 
as follows: 
[1] Lack of prenatal care and education prevents women 
from understanding and overcoming hospital practices 
which undermine successful lactation.·· 
[2] Maternal sedation during childbirth impairs an infant's 
suckling reftex and delays the onset of lactation.·· 
[3] Lactation suppressants are administered without ade-
quate explanation of the drug, its side effects, its pur-
pose, or obtaining informed consent." 
[4] Separation of mother and infant at birth. often for as 
long as twelve to twenty-four hours," undermines 
breast-feeding by restricting contact when the infant's 
suckling reftex is at its height." Moreover, denial of 
skin to skin contact immediately following delivery de-
lays the psychological bonding process." 
78. Petition, ,upra note 14, at 70-73, 78. 
79. Breast·feedinl is. undermined in the hospital even for educated women. To be 
successful a woman must be uery motivated, know what she wanta, and be willing to 
fight the sta1l' to ensure that her wishes are carried out. Statement Nos. 43, 73 in support 
of Petition, ,upra note 14. 
SO. The American Academy of Pediatrics Committee on Nutrition urges that efforts 
be made to change obstetrical ward and neonatal unit practices to increase the opportu· 
nity for succeaafullactation. BreClt·feedi,." ,upra note 6, at 597. 
81. Winikoff & Baar, ,upra note 38, at 107. 
82. Brazelton, Effect of Prenatal DTUI' on the Behavior of the Neonate, 126 A.M.J. 
PSYCH. 1264 (1975); Kron, Stein & Goddara, Newborn Suckli,., Behavior Affected by 
Obstetric Seduction, 37 PBoIATlUCS 1012 (1966). 
83. Statement No. 19 in support of Petition, ,upra note 14. R. Denums, supra note 
51, at 13; See V. Cowax, LACTATION SUPPRBSSION: A RBvmw or THE LrrBaATURB, SzeOND 
OPINION 1-4, 23 (19SO) (publication of the Coalition for the Medical Rights of Women, 
San Francisco, Ca.); see Harrison, Supprellion of Lactation, 3(3) SRMINARS IN PEa· 
INATOLOGY 287, 291·95 (1979) for discU88ion of the side effects of administering lactation 
suppressants. 
84. HUMAN MILK, ,upra note 46, at 309. J. Mandik·HaU,ln/luenci,., Breastfeedi,., 
Success, J. OB8TBTlUCS & GYNBCOLOOY NURSING, Nov.lDee. 1978, at 29. 
85. Hales, 1.ozoff, Soaa & Kennen, Derani,., the Limit' of the Natural Sensitive 
Period, 19 DRv. MBD. CHILD NBUROLOOY 454, 454·61 (1977). 
86. Statement No. 65 in support of Petition, supra note 14. See Klaus & Kennell, 
supra note 45. 
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[5J Typical hospital floor plans, especially public hospitals, 
encourage the routine and lengthy postpartum separa-
tion of mother and infant.8'7 Mothers are placed in 
large, multi-bed wards81 and the infants remain in nur-
series where they are often bottle-fed regardless of the 
mother's wishes.8' Nurseries are separated physically 
and have separate staffs from the wards, so that the 
mothers are doubly divided from their infants .. o Babies 
are brought to tl1eir mothers only for a few minutes a 
day,·l if at all.·s The prevalence of central nurseries re-
flects the formula-feeding orientation of many Ameri-
cl:JP hospitals. Central nurseries provide a layout in 
which the hospital staff can feed many babies formula 
efficiently and conveniently .. a Rooming in," on the 
other hand, is ideally suited to the needs of the breast-
feeding couple." 
[6J Rigid four hour feeding schedules prevent demand 
feeding of breast-fed infants." 
87. Lozoff, Brittenham, TraUBe, Kennell & Klaus, The Mother-Newborn Relation-
ship, Limits of Adaptability, 91(1) J. PZD., July 1977, at 1, 5-6; Jelliffe & Jelliffe, Douta., 
Confidence. and the Science of Lactation. 84(3) J. PED. 462, 463 (1974). 
88. N. Baumslag & J. Walker. Barriers to Breast Feeding U.S.A. (Nov. 1980) (un-
published draft); Engel. Life on the Lobar Line at Cook County Hospital, Pacific NeWII 
Service, July 29, 1980; R. Dellums. supra note 51, at 3. 
89. CORNELL UNIV. DIY. or NUTRITIONAL SCIENCES, CURRENT KNOWLEDGE or BRIWIT-
FEEDING 18 (1977) (D. Psiaki & C. Olson) (Ithaca. N.Y.) (hereinafter cited as CURRKNT 
KNOWLEDGE or BREASTFEEDING); Baunslaug & Walker. supra note 88, at 1. 
90. Newton & Newton, Psychological Aspects of Lactation. 277 NEW ENG. J. MED. 
1179. 1186 (1967). 
91. Engel, supra note 88, at 1; R. Delluma, supra note 51, at 3. 
92. Baunslag & Walker. supra note 88. at 1. At Charity Hospital in New Orleans. 
the third largest hospital in number of births per year, mothers are not permitted to 
handle their children until after discharge. They may view their infants for five minutes 
a day through a window. Id. 
93. Statement No. 100 in support of Petition, lIupra note 14. 
94. Rooming-in allows the mother and infant to remain together in the same room 
throughout the hospital stay. The mother becomes the primary care giver during this 
critical period and she can breast feed her infant on a demand basis whenever the infant 
is hungry. 
95. CURRENT KNOWLEDGE or BREASTFEEDING. supra note 89, at 18; Klaus & Kennel, 
supra note 45, at 95, 96; Mandik.Hall. supra note 84, at 31-32. 
96. Ladas, How to Help Mothers Breastfeed: Deductionl from a Survey 9(12) CuM. 
PED. 702, 704 (1970). 
Formula takes longer to digest than breast milk enabling artificially·fed infants to go 
four hours between feedings. Each breast·fed baby, on the other hand. will nurse accord-
ing to its own schedule. It is not unusual for a breast· fed baby to nurse every two houn 
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[7) Supplemental glucose and formula feeds in the nurs-
ery, at staB' convenience, delay the onset of a strong 
milk supply and deprive the infant of colostrum, the 
early milk, which is rich in critical nutrients and immu-
noglobulins; Furthermore, these supplemental feedings 
convey to the mother that her milk is inadequate and 
formula i8 necessary." 
[811nfant formula discharge packs are routinely distrib-
uted to all new mothers." These samples adversely af-
fect lactation." The issuing of free formula through the 
hospitals conveys a very strong message, especially to 
the non-English speaking patient. In this context infant 
formula receives a seal of approval. It is interpreted as a 
prescription. I .. 
and IOmetimee even more frequently. Kemberlilll, Supporti,., Brecutfeeding, 63(1) PE-
DIATRICS, 60, 69 Jan. 1979; Statement No. 91 in support of Petition, supro note 14. 
97. R LAWRBMCB, .upro note 45, at 46, 132. Supplemental feedings interfere with 
the delicate supply and demand balance needed for sUcce8lfui lactation. Women who 
supplement breaat-feediDJ in the early weeb postpartum usually experience a drastic 
decrease in their milk supply and are more likely to fail at lactation, believilll they had 
insufficient breast milk. 
98. Petition, .upro note 14, at 64. Each package contains a few bottlee of ready-to-
feed formula in four ounce bottles, one can of concentrated formula, and promotional 
literature. Accordilll to a Mead J.ohnaon spokeeman, 90% of all new American mothers 
receive a formula Jilt package upon diacharie from the h08pital, regardless of whether 
they are breast-feedilll o,! bottle-feediDJ. Interfaith Council for Corporate Responsibil-
ity, Infant Formula Use in the United States (1979) (shareholder resolutions). Nearly 
98% of the hOlpitaill dispense diacharie kits. MINNBSOTA PUBLIC lNTBRBsT REsEARCH 
FOUNDATION, MiNNBSOTA HospITAL STuoY, 4 (SPriDJ, 1980). [hereinafter cited as MINNE-
SOTA PIRF). 
99. Written Testimony of K. Frantz, D. Jellift'e, presented to California State Dep't 
of Consumer Mairs, Div. of Consumer Servicee, Perinatal Health Care Hearilll (April 
10, 1981). At Loa Angeles County USC, 63% of the breast-feediDJ mothers who went 
home with discharge packa were suppiementinl at one to two weeks, versus 25% of 
mothers who went home without them. Y. Bergevin, M. Kramer, & C. Dousherty, Do 
Infant Formula Samples Meet the Duration of Breast Feedins? A Randomized Con-
trolled Trial (May 1, 1981) (paper presented to Ambulatory Pediatric Assoc:iation). This 
study found conclusively that IBIDples adversely aft'ected the duration of breast-feeding. 
100. Mercy Salazar, a community worker at Loa Angeles County General Hosptial, 
relates that: 
[M)any mothers don't breast-feed because they are given 
formula in the h08pitals and given the packets, and they say, 
"This is what I'm loilll to feed my child." So they stop breast 
feeding. It is the sift that is the key. Someone has given them 
a gift-you must understand that many of these women prob-
ably never receive a gift in their life. And because it is from 
the hospital, from some nurse, it is like a seal of approval. 
They may have thought they would breast feed, and then they 
21
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Indeed, the discharge pack phenomenon adds an even more in-
sidious dimension to the substandard care received by indigents. 
Hospitals become the infant formula industry's sales force lol in 
much the same way drug pushers operate. Potential customers 
are given free samples in small quantities, ready-to-use, and en-
couraged to use it whenever they like. They soon become hooked 
on it altogether, because of the failure of breast-feeding. loa When 
viewed in this light, the serious repercussions of discharge packs, 
and of the hospital practices which tend to discourage initial 
breast-feeding and encourage bottle-feeding, become quite 
clear. loa 
Medical Professionals' Indifference 
While middle and upper income families who want to 
breast-feed will search for a sympathetic physician and will de-
mand hospital treatment conducive to breast-feeding, low in-
come mothers have less opportunity to do 80.104 Their health 
think, "This is what the hospital gave me," 80 they use it. 
Statement No. 77 in support of Petition, supra note 14, at 64. 
101. The Similac Sales Manual instructs: 
. . . A nurse who supports Roes Laboratories is like an extra 
salesperson. She sees the doctor every day and can influence 
his/her choice of formula. There is more than one story of a 
nurse being the key to our getting new hospital busin8118. Get 
to know all the nurses. Occasionally visit the 3 to 11 and 11 to 
7 shifts. The gals on those shifta will appreciate the 
attention." 
1975 Ross Laboratories Similac Sales Manual 30 (emphasis added). 
102. Statement No. 24 in support of Petition, supra note 14; A. IsENALUMNB, supra 
note 69, at 82; R. LAWRENCE, supra note 45, at 35. 
When mothers experience any breast-feeding difficulties, they often seek advice 
from doctors who have not been trained to resolve nursing problems. Problems such as 
engorgement, inhibited letdown and infants with poor suck are easily diagnosed by 
knowledgeable health professionals. But such knowledge is rare and mismanagement of 
the breast-feeding mother is widespread. HUMAN Mn.It, supra note 45, at 204, 208;R. 
LAWRENCE, supra note 45, at 109, 117, 118, 132; A. Naylor, Assesament of Advice Offered 
for Breast Engorgement 7 (April 1980) (unpublished study, U.C. San Diego Medical 
School). 
103. Statement No. 24 in support of Petition, supra note 14. 
104. Statement No. 26 in support of Petition, supra note 14. 
Hospital staff often advise women not to breaat-feed. Aa these low income mothers 
relate: 
[I) wanted to breast feed very badly, but [I] didn't know how 
and the nurses told [me I] couldn't because I hadn't done the 
exercises or taken breaat feeding c1assea. 
I thought it would be better for the baby. The people in the 
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care needs are served by residents in large, public or teaching 
hospitalsloll who are trained to recognize illness, not normalcy.lot 
Breast-feeding is neither understoodlO'7 nor valued. IOI 
hospital told me I might not have enough milk, and that the 
baby would be healthier if I fed with a bottle. 
Statement No. 13 in support of Petition, supra note 14. 
105. Few women ever see the same doctor twice. Of women receiving continuity of 
care, 59% breast-feed, while only 32% of women receiving fragmented care do so. Burne, 
Breost-feediFlll, 2 LANCIn' 261 (1976). 
106. Most women use the medical care system for maintaining their health when 
they are essentially normal. BOSTON WOMEN'S HEALTH COLLECTIVB, supra note 9, at 344. 
Obstetrics and gynecology are surgical specialities; doctors are taught to seek out illness. 
Because of this, and rampant medical sexism, doctors either fail to diagnose or misdiag-
nose organic conditiona, seeking emotional causes or diagnosing a normal condition as an 
illne88. S. RUZEK, supra note 9, at 78; Weiss, What Medical Students Learn About 
Women, in SEIZING OUR BoDIES 212 (C. Dreifus ed. 1978). 
When lack of medical school education on nutrition and breast· feeding is added to 
this background, widespread mismanagement of lactation results. Naylor, supra note 
102; C. Marion. The Role of Medical School Training and Textbooks in Acquiring 
Knowledge of Breastfeeding (1979) (unpublished study, La Leche League). 
107. Most medical professionals lack basic understanding of the fundamental princi· 
pIes of anatomy and physiology of breast structure and function. Applebaum, supra note 
77. at 203; Naylor. supra note 102, at 7. 
A U.C. San Diego Medical Center survey aBSessing advice offered for breast engorge· 
ment by medical professionals in California. Colorado and Massachusetts found 53 % of 
the physicians and 32% of the nurses offered inappropriate advice to solve common. 
usually simply treated, breast· feeding problems. Naylor. supra note 102, at 7. 
Since the lactation proce88 is a sensitive one. any advice that interferes with the 
biologic interdependence of the mother· infant dyad is damaging. Incomplete, misleadm, 
and inappropriate advice provided by health professionals has been cited as a primary 
contributor to lactation failure and early weaning among American women. R. LAw· 
RENCE. supra note 45, at 132; Ladas, supra note 38. at 342. 
There are very few contraindicationa to breast· feeding. They include: hepatitis B 
virus, cytomegalovirus. breast cancer. B·streptococcal disease. R. LAwRENCB. supra note 
45. at 104·07. 
108. Hollen, Attitudes and Practices of Physicians ConcerniFlll Breast Feeding and 
Its Management, 22(6) ENVTL. CHILD HBALTH 288. 289·90 (1976), found only 24% of 
obstetricians routinely encourage their patients to breast· feed; 47% said they would en· 
courage it only after the woman has expressed an interest, and 20% said they would 
never persuade a woman to breast·feed. In fact. 27% of the obstetricians had actively 
discouraged mothers from breast·feeding. [d. 
THE NATIONAL COUNCIL OP CHURCHES OP CHRIST/INTBRFAITH CENTER ON CORPORATE 
RESPONsmlLlTY. PRELIMINARY REPORT: A SURVEY OP INPANT FBBDING PRACTICES AMONG 
Low INCOME WOMEN IN THB UNITED STATES (1981), disclosed that of the 1.300 Black. 
Hispanic, White and Native American women surveyed. 59.4% of their obstetricians, 
69.3% of their nurses. and 71.7% of their pediatricians had expressed no opinion on 
infant feeding to them. [d. at 7. At the hospital, the advice offered was even more sparse. 
During the first two days after delivery. only 13.7% of the physicians and 24.3% of the 
nurses provided any advice on infant feeding. For those few who did receive advice from 
hospital stafl', only approximately 10% of the physicians and 20% of the nurses advised 
breast· feeding. The majority advised bottle· feeding. with a smaller number advising 
mixed feeding. [d. at 8. 
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Despite this atmosphere, mothers, particularly the less edu-
cated, put great credence in the advice of health professionals on 
infant nutrition, whatever that advice may be. lo, the lower liter-
acy of many low income women makes them even more depen-
dent upon observations and verbal interactions in the hospital 
setting.110 Women see formula in use everywhere in the hospital 
and assume it must be better for their babies. It is not surprising 
that mothers who rely mostly on the medical establishment for 
infant feeding information are less likely to breast-feed.111 
Parents should know about the important benefits of 
breast-feeding. Most mothers who do not breast-feed are acting 
out of ignorance rather than intent. For them, the decision on 
how to feed their babies should be a conscious choice. Education 
should be mandatory at each step in the postnatal process. III 
Data and numerous accounts by patients, doctors and other 
informed observers of medical practices portray a profession 
whose words and deeds contravene the American Academy of 
Pediatrics' strong endorsement of breast-feeding.1I8 While many 
educated women choose to breast-feed despite this contradic-
tion, the low income, less educated woman remains uniquely vul-
nerable to and unserved by the medical profession as she makes 
her infant-feeding decision. In effect, it is made for her by its 
indifference. 
Infant Formula Industry Promotional Practices 
Medical and hospital channels are practically the exclusive 
109. A. ISBNALUMNB, supra note 69, at 99; Johnson, supra note 41. 
110. C. A. Johnson, Implementing Breast Feeding in Maternal and Child Health 
programs: Policy Issues (unpublished brief prepared for the Select Panel for Promotion 
of Child Health, Dep't of Health and Human Services (1979)). 
111. A. ISENALUMNB, supra note 69, at 68, 99-100; Brack, Social Forces, Feminilm 
and Breastfeedins, 23(9) NURSING OUTLOOK 556, 558 (1975); Mohrer, supra note 38, at 6. 
See D. Peters, Infant Feeding Patterns in Seattle, Washington (February 23, 1979) (un-
published thesis, University of Washington). 
112. Statement No. 38 in support of Petition, lJupra note 14. 
113. "Given adequate instruction, emotional support and favorable circumstances, 
96% of new mothen can breast feed successfully .... [T]he benefits of breastfeeding to 
the neonate and the mother are so numerous that [physicians] must strongly encourage 
the practice." COMMITI'BB ON NUTRmON 0' THB AMERICAN ACADBMY 0' PEDIATRICS, EN-
COURAGING BREAST FEEDING (Oct. 13, 1979) (statement of the 1978-1979 Committee on 
Nutrition, available from the American Academy of Pediatrics). 
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focus of the domestic infant formula industry's promotional ef-
forts. 114 The infant formula industry in the United States is 
highly concentrated,11II three major competitors accounting for 
approximately ninety-eight percent of the $700 million in annual 
sales.118 These firms, Abbott Laboratories (Ross Laboratories 
subsidiary), Bristol-Myers (Mead Johnson subsidiary) and 
American Home Products (Wyeth Laboratories subsidiary), have 
market shares of fifty-five, thirty-fivell7 and nine percent, re-
spectively.ll8 Despite increased breast-feeding and a stable birth 
rate, profits on domestic infant formula sales have continued to 
rise throughout the 1970sllt and into the 19808.110 
Infant formula sales are a function of medical detailing. The 
magnitude of the three major formula companies' promotional 
activities is indicated by the estimated 1,500 detail persons they 
employ domestically.1U Detail persons go through four-week 
training sessions which transform them into "undisputed ex-
perts" on infant nutrition to service the medical and nursing 
professions and hospitals. III They call upon medical institutions, 
doctors, nurses, nurse practitioners, dieticians, childbirth educa-
tors, retail and wholesale drug and food outlets, the Women, In-
fants and Children Program (WIC)1" and other pediatric clinics 
as often as once a week.114 They distribute free samples, volumi-
114. See Petition, supra note 14, at 81-82, 104-106. 
115. For a complete history of the infant formula industry see Petition, supra note 
14, at 79-80; J. POST, INFANT FORMULA INDUSTRY: STRATEGY, STRUCTURE AND PERFORM-
ANCE (1977) (Management & Public Policy Research Program, School of Management, 
Boston University). 
116. Domestic Infant Formula Hearings, supra note 69, at 70 (statement of James 
Post). 
117. Baker v. Abbott, No. 75-671 (E.D. Pa., filed March 13, 1975). 
118. American Home Products Corp. Infant Formula Marketing in the United 
States (June 2, 1980) (Policy Statement). Estimates indicate that domestic sales generate 
a 15-20% return on investment. Domestic Infant Formula Hearings, supra note 9, at 72 
(statement of James Post). 
119. Ross Cassette Program, Perspectives in Selling-4th Period 1977 (AH 437). 
120. Statement No. 70 in support of Petition, supra note 14. 
121. Everdell, The Baby Food Industry- Who Benefits?, NUTRITION ACTION, Dec. 
1976, at 7; Statement No. 79 in support of Petition, supra note 14; American Home 
Products Corp. Policy Statement, supra note 118, at 2. 
122. Statement No. 79 in support of Petition, supra note 14; Ross Sales Manual, 
supra note 101, at 13-14. 
123. WIC is a supplemental food program run by the U.S. Department of 
Agriculture. 
124. Everdell, supra note 121, at 7; Ross Sales Manual, supra note 101, at 44. 
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nous literature and gifts for both professionals and patients.1211 
These materials are ubiquitous in hospital clinics and private 
offices.128 
Infant formula industry representatives provide the medical 
profession with extensive free services and products.127 These in-
clude but are not limited to:1' 8 
[1) Free infant formula for both in-hospital129 use, the 
medical professions' private use and discharge packs for 
new mothers; 
[2] Free equipment, including isolators, incubators, respira-
tors, growth charts, disposable gavage sets and myriad 
other items; 
[3) Architectural planning and consultation (Ross Labora-
tories designs about 200 intensiye care units per year); 
[4] Funding for research; 
[5] Cash grants for projects and meetings; 
[6] Printing services for hospital literature, booklets, orga-
nizational newsletters,lIo conference programs and 
periodicals; 
[7] Advertising gimmicks, and gifts such as posters, pens, 
note pads, Bashlights and calendars; 
[8] Cocktail parties, meeting sponsorship,lI1 research 
125. Schleir, The Baby Business: Can You Succeed in a Failing Market?, PRODUCT 
MARKETING, April 1977, at 29, 31; American Home Products Corp. Policy Statement, 
supra note 118, at 1; Statement No. 70 in support of Petition, supra note 14. 
126. A. ISENALUMNB, supra note 69, at 41, 75-76. 
127. Infant formula manufacturers often sell physiciana on the similarity of their 
product to human milk and its convenience, not by providing nutritional or scientific 
data, but providing services. An ex-sales representative from Roes said that she "often 
felt [she) was giving bribes to get business." Statement No. 17 In support of Petition, 
supra note 14. 
128. See Petition, supra note 14, at 2-97 tor details on any particular service. 
129. Surveys of hospitals have found that in 1976, 84%, and in 1980, 80-90%, of 
American hospitals received free formula from the manufacturers. HUMAN MILK, supra 
note 45, at 338; MINNESOTA PIRF, supra note 98, at 3; Everdell, supra note 114, at 7. 
130. This enables the companies to keep abre8llt of the organizations' activities and 
to oversee the newsletters' content before distribution. Statement No. 79 in support of 
Petition, supra note 14. 
131. A program committee of the American Academy of Pediatrics which includes 
two formula companies' representatives is responsible for .electing convention topics. 
Women's Law Forum 
26
Golden Gate University Law Review, Vol. 12, Iss. 3 [1982], Art. 4
http://digitalcommons.law.ggu.edu/ggulrev/vol12/iss3/4
1982] ADMINISTRATIVE AGENCIES 631 
grants, fellowships, awards, and free tickets; 
(9) Underwriting professional journals with printing and 
advertising;la. publishing organizational mailing lists, 
and mailing out organizational newsletters. 
The infant formula industry has in fact become the major 
source of medical information on infant feeding, laB selling its 
products subliminally and directly through the health care sys-
tem. Most medical professionals remain unaware that their atti-
tudes and patient care are substantially influenced by infant 
formula company promotional practiceslU in at least three ways. 
First, such services provide tangible incentives and intangible 
encouragement for clinics and hospitals to promote bottle-feed-
ing through free samples and promotional literature. 111 Second, 
the seemingly innocent minor gifts showered by detail persons 
on individual health personnel, ostensibly to generate goodwill 
and information, also serve to keep the name of the company in 
constant view and play a critical role in molding opinion and 
influencing decisions. I .. Finally, the financial underwriting and 
extensive services the formula companies provide professional 
organizations, national advisory committees and journals often 
yield concommitant product involvement or endorsement. IS' 
Statement No. 24 in support of Petition, supra note 14. 
132. In 1974, the president of the AMA suggested dropping advertising from all of 
its publications because dependence on such advertisements strained the association's 
credibility and inftuence. While the legitimacy of this relationship has been questioned, 
little has been done to alter it. HUMAN Mn.K, 8upra note 45, at 315. 
133. The induatry is acutely aware that medical and profe88ional schools place little 
if any emphasis on teachm, infant nutrition. Thus, the infant formula manufacturers' 
advertising and educational literature fi11a an educational vacuum on infant nutrition for 
both physicians and parents. Detail persona are trained to play the roles of educator and 
undisputed expert. A. ISBNALUMNK, 8upra note 69, at 41, 76, 92; Ross Sales Manual, 
supra note 101, at 13. 
134. HUMAN Mn.K, 8upra note 45, at 202; JellitFe, LACTATION SYMPOSIUM, supra note 
68, at 10. 
135. HUMAN Mn.K,8upra note 45, at 202; Peters, supra note 111, at 47; Statement 
No. 70 in support of Petition, 8upra note 14. 
136. HUMAN MILK, supra note 45, at 316; Jelliffe, LACTATION SYMPOSIUM, supra note 
68, at 10. 
137. P. FleiBB, & D. JellitFe, The Taboo Zone: Health ProfeBBionals and the Infant 
Food Industry (Dec. 7, 1979) (unpubliahed study, UCLA School of Public Health), re-
printed in JellitFe & Jelliffe, The Taboo Zone, 65 PEDIATRICS 814, 821 (1981). An excel· 
lent way to become aware of the influence of marketing and advertising in medicine is to 
SCaD the medical journals. Drug ads in these journals generally portray helpless, passive 
women as nuisances to be managed via drugs. BOSTON WOMEN'S HEALTH COLLECTIVE, 
supra note 9, at 341-43. 
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The formula industry's promotional expenditures are con-
siderable. laS Free formula alone represents a substantial 
financial investment.139 Hospitals which do not provide all 
mothers with discharge packs jeopardize this free formula, and 
numerous other valuable services provided by manufacturers.140 
Discharge packs are the fulcrum of infant formula advertis-
ing. l4l The 1975 Ross Sales Manual states: 
Hospitals represent one of the most critical mar-
kets in which Ross Laboratories competes for in-
fant formula. . . . For every 100 infants dis-
charged from the hospital with a particular brand, 
approximately 93 remain on that brand.14I 
Gift packages have proven to be an extremely effective market-
ing tool, returning a six to one profit ratio on each sample.14I 
Efforts to halt the distribution of discharge packs have met with 
tough resistance. 1 .. 
138. $200 million dollars per year is a "reasonable starting point for discussing pro-
motional expenses." Domestic Infant Formula Hearings, supra note 69, at 85 (statement 
of James Post). 
139. $120 million to $150 million of the total $200 million spent on advertising and 
promotion, goes to providing free samples, free gifts, equipment, cash grants and other 
services to hospitals. ld. A 1980 survey of only 55% of Minnesota's hospitals found the 
dollar value of formula donated to those hospitals to be at least $1,500,000 a year. These 
figures exclude discharge packs. MINNESOTA PIRF, supra note 98, at 3-4. 
140. Petition, supra note 14, at 83, 96-97; Statement Nos. 10, 75 in support of Peti-
tion, supra note 14. 
141. MINNESOTA PIRF, supra note 98, at 4; Statement No. 14 in support of Petition, 
supra note 14. 
142. Ross Sales Manual, supra note 101, at 1. 
143. R. Dellums, supra note 51, at 3. 
144. The American Academy of Husband-Coached Childbirth explains: 
It has been our policy to advise prospective parents of the 
dangers of offering a new baby ANY formula at all. We advise 
new parents that the "starter-packs" formula companies "give 
away" in the hospital are traps, in that they encourage parents 
to interfere with the supply-demand relationship that is the 
foundation of breastfeeding. We were contacted by a formula 
sales representative and asked to stop this practice. They felt 
that our couples were setting a bad example for many other 
mothers in the hospital, and were insistent that our mothers 
be told to take the packs home, even to the extent that they 
advised feeding their junkfood to "the cat" .... Then they 
insisted that you could use the samples to make pancakes, and 
even sent a receipe for "Similac pancakes." 
Statement No. 36 in support of Petition, supra note 14, at 7. 
Los Angeles County USC at one point stopped giving out samples but reinstituted 
Women's Law Forum 
28
Golden Gate University Law Review, Vol. 12, Iss. 3 [1982], Art. 4
http://digitalcommons.law.ggu.edu/ggulrev/vol12/iss3/4
1982] ADMINISTRATIVE AGENCIES 633 
Infant Formula Promotion to Mothers 
Since the American Academy of Pediatrics' official endorse-
ment of breast-feeding as the ideal feeding method for the first 
six months of an infant's life, the domestic infant formula indus-
try has been promoting formula as a supplement to breast-feed-
ing.146 The promotion of supplemental feeds as a panacea for 
mothers who wish to be freed temporarily from breast-feeding, 
who must be away from their. babies, or who are unsure if their 
infants are getting enough foOO146 undermines breast-feeding by 
eroding parents' confidence.U7 Such promotion causes mothers 
to turn to infant formula immediatelyl48 or eventually,l4e and, 
even in the face of rising breast-feeding rates, promotion of the 
mixed feeding concept has increased industry revenues.110 
In additiori to providing discharge packs, industry "educa-
tional" literature on breast-feeding, formula feeding and infant 
care is widely available in all hospital clinics and wards.lll Since 
there are no widely available, well done, unbiased publications 
to fill this need, industry materials constitute the only informa-
tion low income women receive on infant nutrition.lll 
distribution approximately a month later. At approximately the same time, the APA 
committee on which the Chief Pediatrician at Los Angeles County General Hospital Bat 
received a renewable $1,000,000 grant from Ross. Education Grant, CAL. PIm., Winter 
1981. 
145. Petition, supra note 14, at 98-101; Domestic Infant Formula Hearings, supra 
note 69, at 73, 80 (statement of James Post). 
146. Statement No. 70 in support of Petition, supra note 14. 
147. See supra notes 77, 97 and accompanying text. 
148. R. Dellums, supra note 51, at 9; American Baby Magazine, A Study of the 
Infant Feeding Market 3-5 (June 1976) (unpublished study available from American 
Baby Magazine, 575 Lexington Ave., New York, N.Y. 10022). 
149. R. Dellums, supra note 51, at 9; see American Baby Magazine, The Baby Feed-
ing Market for Infant Formula, Nursing Bottles, Nursing Accessories (Jan. 1979) (re-
search report, 575 Lexington Ave., New York, NY 10022); Statement No. 90 in support 
of Petition, supra note 14. 
150. INTERFAITH COUNCIL FOR CORPORATE REsPONSIBILITY, supra note 98, at 14; Roll 
Cassette Information Program, Perspectives In Selling-2nd Period, 1978 (AH 454). 
151. T. GREINER, THB PROMOTION OF BOTTLBPEEDING BY MULTINATIONAL CORPORA-
TIONS: How ADVERTISING AND THE HEALTH PROPBSSIONS HAVE CONTRIBUTED, CORNELL 
UNIV. INFANT NUTRmON MONOGRAPH No.2, 11-15 (1975); AMERICAN HOME PRODUcrs, 
supra note 118, at 1; A. ISENALUMNB, supra note 69, at 75-77; R. Dellums, supra note 51, 
at 8. 
152. A. ISENALUMNE, supra note 69, at 41, 75, 82, 92, 94, 98. More than 80% of the 
educational materials available on breast-feeding and infant feeding in two large repre-
sentative New York City hospitals serving low income populations were produced by 
commercial sources. Id. at 76. This literature was supplied to the hospitals free and in 
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Breast-feeding is subtly sabotaged in the promotional litera-
ture produced by infant formula manufacturers. These publica-
tions explcit the mother's fears and her eagerness to ensure that 
her infant is getting enough food. 168 Breast-feeding is presented 
as complicated, tiring, requiring a special diet and likely to re-
sult in nipple soreness and breast infections.1I14 In contrast, 
formula feeding is presented as supported by medical experts 
and science, producing healthy babies, and used by beautiful, 
loving, smiling mothers. laG 
Overall, today's infant formula promotional strategy is 
aimed at low income mothers, particularly those served by pub-
lic clinics and the WIC program.lIle The United States govern-
ment through WIC is the largest single purchaser of infant 
formula in the world. 167 Children can be formula fed for up to 
two yearslllS under the program and the government picks up the 
bill at full market price. lilt 
There is a high correlation between bottle-feeding among 
low income populations in the United States and increased in-
fant morbidity and mortality. leo The central question is whether 
it is appropriate for a seller to promote its products in a manner 
that will predictably lead a significant number of users to misuse 
large quantities. AMERICAN HOME PRODUCTS, supra note 118, at 1; A. ISENALUMNE, supra 
note 69, at 76; Statement No. 79 in support of Petition, supra note 14. Virtually all 
American hospitaIs (96 %) receive free educational materials from the industry. Baunslag 
& Walker, supra note 88, at 2; see also MINNESOTA PIRF, supra note 98, at 3. 
153. T. GREINER, supra note lSI, at 13; Statement Nos. 24, 87 in support of Peti-
tion, supra note 14. 
154. T. GREINER, supra note lSI, at 12-14; T. GREINER, REGULATION AND EDUCATION: 
STRATEGIES POR SOLVING THE BOTrLE FEEDING PROBLEM, CORNELL INTERNATIONAL NUTRI-
TION, MONOGRAPH No.4, at 13 (1977). 
155. Letter from Everett Rogers, Professor of Communications, Stanford University, 
California to Leslye E. Orloff (April 3, 1981) (on file at Public Advocates). 
156. Statement No. 15 in support of Petition, supra note 14. This distribution is 
intended to reach low-income mothers who could not otherwise afford formula. R. Del-
lums, supra note 51, at 12. 
157. R. Brown, The Promotion of Breastfeeding Among Poor Women (April 17, 
1979) (grant application, Mt. Sinai School of Medicine). 
158. Ross Cassette Information Program, Advance Public Health Promotion - 3rd 
Period, 1978 (AH 457). 
159. Statement No. 79 in support of Petition, supra note 14. 
160. Cunningham supra note 45; Greenlee & Solimano, Including Mothers in the 
Design of Infant Feeding Research, 12(4) STUDIES IN FAMILY PLANNING 173, 176 (1981); 
See supra text accompanying notes 45-58. 
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the product and suffer harm. Ie, The extensive misuse of infant 
formula and concommitant harms suffered by low income popu-
lations have been documented. While most would agree that in-
fant formula should not be promoted to women who through no 
fault of their own may feed their infants undiluted concen-
trate'et or may mix formula with an unsanitary water supply"ea 
formula companies claim that they should not have to bear the 
responsibility for use and distribution of their product.'" 
The industry's stance can be summarized by the following 
excerpt. Journalist Barbara Garson described an interview with 
a Bristol-Myers representative: 
Tell me, if you stop selling to people who are too 
poor to use the product safety, will you still make 
a profit? 
There was absolute silence. It must have 
been a full minute. 
Finally one of the corporate executives pick-
ed it up and said, "That is the crux of the 
problem."'" 
Summary 
Professional indifference has, over time, left a void of infor-
mation and support for breast-feeding. The formula companies 
have expended impressive resources to foster and then fill this 
void. Their success can be measured by their increasing prof-
its-even in the face of breast-feeding's renewed popularity, by 
common hospital practices which facilitate bottle-feeding and 
undermine breast-feeding, and by the overwhelming market 
share formula companies have maintained among low income 
women. Across the country, however, concerned health workers 
are successfully breaking this cycle, permitting an informed in-
161. E. Kennedy, supra note 1; M. LATHAM, INTRODUCTION TO T. GREINER, REGULA· 
TlON AND EDUCATION, CORNELL INTRRNATIONAL NUTRITION MONOGRAPH No. 4 (1977); 
Statement No. 70 in support of Petition, supra note 14. 
162. INTERFAITH COUNCIL POR CORPO&ATE RESPONsmILlTY, supra note 98, at 7. 
163. Statement Nos. 19, 20 in support of Petition, supra note 14. 
164. Beeman Pound, Ross' National Advertising Director, in an interview explained: 
"[I)t's a company policy not to make formula available to illiterate mothers without phy· 
sician's guidance, [but) there are no controls to see that this policy is carried out .... 
The company shouldn't have to bear the responsibility for use and distribution." R. Del· 
lums, supra note 51, at 11-12. 
165. Garson, The Bottle Baby Scandal, MOTHER JONES, Dec. 1977, at 40. 
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fant feeding choice by the low income families they serve. Once 
presented with the information, substantial numbers of low in-
come mothers, like their middle and upper income counterparts, 
are choosing what is best for their infant's health and well-being: 
breast-feeding. This movement of low income women toward 
breast-feeding can be hastened substantially if relevant govern-
ment agencies take swift and appropriate action. 
III. PETITIONING FEDERAL AGENCIES 
A. PETITIONING AS AN ADVOCACY TOOL 
When seeking resolution of women's health problems or 
other problems of great public concern, like infant formula mis-
use and the decline of breast-feeding among low income women, 
there are several avenues one can choose. A lawsuit may be 
brought against the appropriate industry or responsible 
agency,·" legislators or members of Congress may be receptive 
to formulating and presenting appropriate legislation,187 commu-
nity organizing can educate people about the problem and in 
some cases bring about an adequate solution.18e 
166. Tort action against an agency can be costly and the available remedies limited. 
Action would be aimed at obtaining a court order forcing agency officials to solve the 
problem. If there is a clear legal basis for the Buit, i.e., if the agency has failed to fulfill 
its statutory duty to act, petitioning would be a less expensive method of accomplishing 
this goal. C. OSHIRO & H. SNYDER, GB'M'ING ACTION: How TO PBTITION STATE GOVERN-
IDHI' (1980). 
Exhaustion of administrative remedies is a prerequisite to Buing an agency. The 
courts require that agencies be given an opportunity to take corrective action before they 
will hear the case. Petitioning fulfills both these requirements. Oljato Chapter of the 
Navajo Tribe v. Train, 515 F.2d 654, 666 (D.C. Cir. 1975) (challenging the refusal of the 
Environmental Protection Agency to revise previously promulgated standards of per-
formance for new coal-fired power plants in light of new information); Schuck v. Butz, 
500 F.2d 810, 812 (D.C. Cir. 1974) (order directing the Secretary of Agriculture to repeal 
regulations authorizing the use of sodium nitrates and nitrites in meat products could be 
granted only through rulemaking, and the agency had to be given the opportunity to 
evaluate any repeal). 
Lawsuits and petitioning are not mutually exclusive; pursuing the two in tandem is 
also poesible and may force the induStry voluntarily to make some of the changes 
requested. 
167. Where new legislation is not required because the particular agency is already 
under a duty to act, legislators can be encouraged to hold fact-finding hearings to deter-
mine why the agency has failed to take necessary action. C. OSHIRO & H. SNYDER, supra 
note 166, at 14. For a discusson of how lobbying is being used to solve women's health 
issues see S. RUZEK, supra note 9, at 152-57, 226, and COMMJ'ITEB rOR ABORTION RlOHTS 
AND AOAlNST STERILIZATION ABUSE, supra note 16, at 52-55, 60-62. 
168. The personal time and effort involved in community organization cannot be 
overestimated. This usually entails extensive use of media, canv888ing, networking, and 
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The administrative petitioning process differs from the 
above courses of action in several respects. It is faster, less ex-
pensive and allows for more creative, effective solutions than 
lawsuits.1I19 Petitioning can be more effective than legislation be-
cause it insures implementation as well as the issuance of the 
necessary rule. Finally, when an agency has received a clear, 
statutory mandate to act170 or when the harm complained of will 
be egregious or imminent if action is not taken immediately, pe-
titioning can resolve the problem more effectively and with less 
person$! effort than any other action. l'JI In fact, the petitioning 
process, in conjunction with litigation, legislation and commu-
nity organizing, can produce the· most effective solution in any 
particular case.171 
Until recently, women have constituted the most unin-
formed medical consumer group in our society"" The rise of the 
women's health movement in response to this problem has suc-
ceeded in making individual women aware that their problems 
are shared by others.m The women's health movement has 
taken an active role in influencing health legislation public pol-
icy and in pressing for enforcement of existing laws and regula-
numerous community meetings. See generally J. HUENPELD, THE COMMUNITY ACTIVIST'S 
HANDBOOK: A GUIDE TO ORGANIZING, FINANCING AND PUBLICIZING COMMUNITY CAMPAIGNS 
(1970). 
LOcal organizing and petitioning of state and local governments can bring about sub-
stantial changes in health care in particular communities. Patient's Bills of Rights can be 
adopted by individual hospitals. G. ANNAB, supra note 9, at 152; D. SCULLY, supra note 9, 
at 137. Public Advocates and the Coalition for the Medical Rights of Women have suc-
cessfully petitioned the State of California for regulation of IUD's, pap smears and 
sterilization. 
169. See infra note 223 and accompanying text for a discUBBion of the differing fac-
tual situations in which petitions can be used. See infra notes 225-236 for a discUBBion of 
available administrative remedies. 
170. Agencies cannot ignore congressional mandates to act. Adams v. Richardson, 
351 F. Supp. 636 (D.D.C. 1972) (agencies may not permit a congresSional mandate to go 
unenforced); American Public Health Ass'n v. Veneman, 349 F. Supp. 1311, 1316 (D.D.C. 
1972) (any regulation in conflict with congreBBional mandate is invalid). 
171. Public Advocates' Petition to Free Surplus Cheese provides an excellent exam-
ple. Petitioners asked the U.S. Department of Agriculture and the President to release a 
225,000,000 pound surplus of cheese which had been paid for by a multi-billion dollar 
dairy subsidiary. Mter about two weeks work they succeeded in getting a portion of that 
cheese released to the poor before Christmas 1981. 
172. See supra notes 59, 166 and infra notes 177, 194-197 and accompanying text. 
173. G. ANNAB, supra note 9, at 146. 
174. D. SCULLY, supra note 9, at 255-56. 
33
Orlolf: Administrative Agencies
Published by GGU Law Digital Commons, 1982
638 GOLDEN GATE UNIVERSITY LAW REVIEW [Vol. 12:605 
tions through legal action.1'7I Patient education, legislative and 
lobbying efforts, judicial measures and direct pressure through 
community organizing and the press have been used to cut back 
on the abuse of women. 1" The right to petition federal agencies 
plays an important role in furthering these objectives. 
Petitions can fulfill several functions simultaneously. They 
focus agency attention on the particular problem, provide a ral-
lying point around which community organizing can generate 
mass support, educate the press and the public about a harm 
which is occurring, and· can spur legislators to act on the prob-
lem even if regulators do not .... Women's health issues generally 
lend themselves well to petitioning. 1" They are by their very na-
ture the types of issues for which public consumer education is a 
primary goal. Furthermore, since most issues evolve around 
health and safety, agency authority is derived from general ena-
bling statuteS.17I The domestic infant formula petition provides 
an excellent example of how the petitioning process unites these 
various vehicles in an effort to force regulatory resolution of one 
very serious women's health issue. 
B. THE REAGAN ADMINISTRATION'S REGULATORY PROGRAM 
President Reagan, in the name of "regulatory relier' and 
getting government "off the backs" of the people, has departed 
on a program of regulatory reform which seeks to impair mean-
ingful citizen participation in the administrative decision mak-
ing process. I'" His program may also undermine the integrity of 
175. 1d. at 253. For an overview of the legialative and judicial efforts of women's 
health groups, see S. RUZEK, supra note 9, at 152-161. 
176. 1d. at 235, and 147-152. 
177. While often factually compleJ:, these iaaUei provide an opportunity for practi-
tioners to gain expertise which can be very persuasive before the .. encies. 
178. See, e.g., infra notes 206-219 and accompanyinc test. 
179. President Reagan's Esec. Order No. 12291. 46 Fad. Reg. 13,193 (1981), re-
printed in 5 U.S.C. § 601 Supp. at 199-202 (1982), [hereinafter cited 88 Esecutive Order 
12291) establishes for the first time a centralized mechanism for presidential manage-
ment of agency rulemaking activities. The order creates a formal, comprehensive, cen-
tralized and substantively oriented system for control aDd direction of Informal rulemak-
ing at all stages of the process. HOUSE CoMM. ON ENBROY AND CoMMBRCB, 97T1f CONG., 
1ST SESS., PRESIDENTIAL CONTROL or AGENCY RUUMAklNG: AN ANALYSIS or CONSTITU-
TIONAL ISSUES THAT MAY BE RAISED BY ExBclrl'lVB HOUSE ORDU 12291, at 1-3 (Comm. 
Print 1981) [hereinafter cited 88 PR.B8WBNTIAL CONTJtOL). The provisions of this order 
can be summarized as follows: 
(1) Substantive control over all agency rulemaking it centralized In the Office of 
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the regulatory system by doing away with the important proce-
dural guaranteesl80 adopted over the last forty years, which in-
sure fairness to all citizens in dealing with the government. 
A brief description of the procedural protections Congress 
has imposed to prevent abuse within the regulatory process will 
highlight the dire threat imposed by the administration's poli-
cies.lll Regulations are the principal means by which govern-
ment acts. Simply stated, a "regulation" is a legally binding 
statement by an administrative agency implementing a law en-
acted by Congress. 11. When Congress sets national policy by 
statute it does not spell out the details for achieving this goal. 
Instead it addresses these major problems by delegating author-
ity to administrative agencies which implement the law by regu-
lation. Therefore, control of the regulation writing process 
means effective control over the extent to which a law is or is 
not implemented.·I ' 
Budget and Management. OMB must review, approve and authorize for pub-
lication any agency action involving the promulgation of new rules, review of 
old rules or the development of legislative proposals conceming regulations. 
(2) The OMB is riven complete diacretion to determine which rules will be Bub-
ject to their ec:rutiny, thus giving the OMB the ability to determine which 
laws or congressional mandatee it will implement. 
(3) The OMB', activities are 8ubject to review by the Presidential Task Force on 
Regulatory Relief and final appeal to the President. 
See C. LUDLAM, UNDBRMiNDiG THE IN'l'BGRITY or GoVBRNMRHT: THB REAGAN ADMINISTRA-
TION RBoULATORY RBrORM (1981) (report by the Alliance for Justice, Washington, D.C.). 
180. The legal authority for Executive Order 12291 is seriously in doubt. Firat, cre-
ating a central coordinating agency with the power to substantively direct and control 
the informal rulemakina pr0ce88 confticts with Congressional intent behind the Adminis-
trative Procedure Act. Second, the OMB's exercise of powers granted can effectively 
usurp congressionally delegated discretionary agency rulemaking authority. PRBsWKNTIAL 
CoNTROL, supra note 179;'lt 42-54. Finally, establishing OMB as the 801e clearinghouse 
for all rules could violate due process by creating a critical access point to agency deci-
sion-making without procedural safeguards against aecret, undiacloaed and unreviewable 
contacts with nongovernmental interests who seek to influence the lIubstance of agency 
action. Id. at 3, 54-62. See generally C. LUDLAM, supra note 179; Edelman, Reagan's 
Attempt to Control the Federal Administrative Proce88 is Unconstitutional, 15(8) 
CLBAlUNG HOUSE RBv. 646 (1981). 
181. C. LUDLAM, supra note 179, at 67; see PRBsmENTIAL CoNTROL, supra note 179, 
at 3-4 for a discussion of the purpose of the Administrative Procedure Act. 
182. C. LUDLAM, supra note 179, at 3-4. 
183. Regulatory agencies have become captives of the industries they regulate. J. 
MICHAEL, WORKING ON THB SYSTBM 10-11 (1974). 
At least one court has recognized that there is an excess of 80licitude toward indus-
try. American Public Health Aas'n v. Veneman, 349 F. Supp. 1311, 1316 (D.D.C. 1972). 
(after four years delay, FDA gave drug manufacturers more time to supplement the 
rulemaking record; the court denied this extension). Since regulated interests commit 
35
Orlolf: Administrative Agencies
Published by GGU Law Digital Commons, 1982
640 GOLDEN GATE UNIVERSITY LAW REVIEW [Vol. 12:605 
To ensure that laws are implemented effectively, in accor-
dance with congressional intent, and to preserve openness and 
fairness, Congress has adopted strict substantive and procedural 
standards for issuance of regulations,184 codified in the Adminis-
trative Procedure Act (APA).18II Among the most important 
rights guaranteed by the Constitution and the AP A is the right 
of every citizen to petition the government for redress of griev-
ances,188 which facilitates increased public participation in 
great resources to participation before regulatory agencies it is extremely important to 
facilitate public interest representation to counter·weight this influence. Petitioning is 
one mechanism for achieving this goal. ADMINISTRATIVE CONFERENCE OF THE UNITED 
STATES, 1971-72, REPORT 11-2, at 37-18 (1972); K. DAVIS, ADMINISTRATIVE LAW OF THE 
SEVENTIES 602 (1976); Chambers, Increasing Citizen Participation in Administrative 
Proceedings: Can Federal Financing Bridge the Costs Barrier?, 30 CASE W. RES. L. REv. 
33, 34 (1979); Cramton, The Why, Where and How 01 Broadened Public Participation 
in the Administrative Process, 60 GEO. L.J. 525, 529 (1972). Regulated industries spend 
much more on regulatory participation than their public interest counterparts who lack 
the resources to participate effectively. See generally Lenny, The Case lor Funding Citi-
zen Participation in the Administrative Process, 28 AD. L. REV. 483 (1976); Public Par-
ticipation in Federal Agency Proceedings Act 01 1977: Hearings on S270 Belore The 
Subcomm. on Administrative Practice and Procedure 01 the Senate Comm. on the Judi-
ciary (pt. I), 95th Cong., 1st Sess. 4 (1977) [hereinafter cited as Hearings /] (statement 
of Calvan J. Collier). 
184. Regulatory protections can be outlined as follows. CongreBBionally confirmed 
agency officials must: 
(I) Give the public advance notice of the terms of any proposed regulation. 5 
U.S.C. §§ 553(b), 553(b)(3) (1976). 
(2) Receive comments from the public. 5 U.S.C. § 553(c) (1976). 
(3) Evaluate and respond to these comments. Id. 
[4} Explain the regulation that is finally iBBued. I d. 
(5) Support the decision with information in the rulemaking record. Rodway v. 
USDA, 514 F.2d 809, 816-18 (D.C. Cir. 1975) (members of low income house-
holds challenged the coupon allotment system under the Food Stamp Act, 
claiming that the averaging system denied them a nutritionally adequate 
diet). 
(6) Refrain from ex-parte contacts. Home Box Office, Inc. v. FCC, 567 F.2d 9 
(D.C. Cir. 1977) (ex parte communications in informal rule-making under § 
553 are prohibited since they lead to undue industry influence over the 
agency). 
(7) Promulgate final rules in an unbiased fashion. H&H Tire Co. v. United 
States Dep't of Transp., 471 F.2d 350 (7th Cir. 1972). 
185. 5 U.S.C. § 553 (1976). See supra note 12 for the full text of § 553. 
186. See 5 U.S.C. § 553(e) (1976) ("Each agency shall give an interested person the 
right to petition for issuance, amendment or repeal of a rule."). This right is particularly 
effective when an agency adopts a rule without allowing public participation either 
through hearings or notice and comment procedures. A petition in such instances forces 
the agency to consider and answer to petitioner's comments. Guardian Fed. Sav. & Loan 
v. Federal Sav. & Loan Corp., 589 F.2d 658, 668 (D.C. Cir. 1978) (regulation, issued with-
out prior notice and comment qualified as general policy statement when the regulation 
promulgated reiterated existing guidelines). 
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agency rule making and forces agencies to consider views and is-
sues they might otherwise ignore. lIT 
Public participation figures heavily among the essential pro-
cedural protections imposed upon the administrative agencies by 
the AP A. The primary purpose behind requiring publication of a 
proposed rule in the Federal Register is to increase public par-
ticipation in the regulatory decision-making process"" Agencies 
draft proposals to educate the public and elicit comments which 
in tum will enlighten the agency with regard to aspects of the 
proposal it may not have understood fully. Because agencies 
supposedly make no key decisions during the pre-proposal draft-
ing stage, they traditionally have been allowed to consult a wide 
range of parties without any formal requirements to reveal the 
nature of those. contacts or to compile a formal record. lit Publi-
cation of the proposed regulation provides the procedural check 
187. One objective of § 553(e) is to provide an opportunity for interested persons to 
correct agency error or inaction. Tabor v. Joint Bd. for Enrollment oC Actuaries, 566 F.2d 
705, 711 (D.C. Cir. 1977) (challenging regulations under the Employee Retirement In-
come Security Act Cor Cailure to incorporate in the rules adopted a concise general state-
ment oC their basis and purpose). See also 5 U.S.C. § 555(b) (1976) (requiring prompt 
written notice oC reasons Cor denying applications, petitions and other requests). 
188. The benefits oC increased public participation in all agency rulemaking are nu-
merous. They include greater agency responsiveness to the public, well-balanced admin-
istrative decisions, strong advocacy oC currently unrepresented interests, early citizen in-
put into decisions which will have a substantial impact on their lives, education oC the 
agency, greater assurance oC fairness and mature consideration prior to promulgation oC a 
rule of regulation and more diligence by the agencies themselves. Lenny, The Case for 
Funding Citizen Participation in the Administratiue Process, 28 An. L. REv. 483, 491-94 
(1976). 
Public participation in agency decision-making is increasingly recognized as a desir-
able objective. See generally Asimow, Public Participation in the Adoption of Interpre-
tiue Rule. and Policy Statements, 75 MICH. L. REv. 520, 573-75 (1977); Bonfield, Public 
Participation in Federal Rulemaking Relating to Public Property, Loans, Grants, Bene-
(it., or Contracts, 118 U. PI.. L. REv. 540, 543 (1970); Cramton, .upra note 183, at 525-
31; Stewart, The Reformation of American Administratiue Law, 88 HARv. L. REv. 1669 
(1975). CongreBS recognized the value oC citizen input when it provided a right to peti-
tion for rulemaking in § 533(e). Natural Resources DeCense Council, Inc. v. SEC, 606 
F.2d 1031. 1046 (D.C. Cir. 1979) (public interest groups challenged SEC's Cailure to pro-
mulgate rules requiring comprehensive disclosures by corporations oC their environmen-
tal and equal employment policies). See Saint Francis Memorial HOBp. v. Weinberger, 
413 F. Supp. 323, 331 (N.D. Cal. 1976) (requirements of § 553 et seq. are to provide 
persons an opportunity to be heard before any official action is undertaken); see aLBo 
President Carter's Exec. Order No. 12044. 43 Fed. Reg. 12661 (1978) ("[RJegulationa 
shall be developed through a proceBS which ensures that. . . opportunity exists Cor early 
participation and comment by . . . individual members oC the public.") (emphasis 
added.) 
189. PRESIDENTIAL CONTROL, supra note 179. at 3-4. 37, 55-62. 
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necessary to safeguard the right to public input. Furthermore, 
Congress, the public and the courts rightfully expect that agen-
cies will be held accountable for decisions concerning the imple-
mentation of any particular law. 1110 
Today the Office of Budget and Management (OMB) clear-
ance process for proposed regulations subverts effective public 
participation by allowing OMB the discretion to prevent solici-
tation of public comment on a proposal and censoring the pro-
posal before debate begins. III This also means that the real deci-
sions on a regulatory issue are often made during the pre-
proposal clearance and not on the basis of public comments.lll 
Even more troublesome is that lax procedural protections at this 
stage of the administrative proceedings provide a fruitful arena 
for economically interested parties to compromise the intent of a 
rule through negotiations or to kill a controversial proposal 
before it even becomes public. lea 
190. See infra notes 271-285 and accompanying text 
191. C. LUDLAM, supra note 179, at 31-32. 
192. This particular grant of power to OMB is in clear and direct opposition to the 
legislative history of the APA in general and § 553(e) in particular. See, PRESIDENTIAL 
CONTROL, supra note 172, at 50-54 for a decision on the conflict between Executive Order 
12291 and 5 U.S.C. § 553(e). 
193. The mere fact that one agency of government, OMB, now possesses the power 
of life or death over the activities and decisions of every other agency must itself arouse 
grave concern. OMB's seemingly limitless powers create a substantial potential for abuse 
and mischief including potential for outright corruption. OMB is likely to view an issue 
from a political or ideological perspective, relying on the arguments of White House po-
litical advisors or special interest lobbyists. This danger is even greater when major polit-
ical supporters of the White House become interested in a particular proceeding. C. LUI)-
LAM, supra note 179, at 33-35; PRESIDENTIAL CONTROL, supra note 179, at 4-5. See 
Project, Due Process and Ex parte Contacts in Informal Rulemaking, 89 YALE L.J. 194 
(1979). 
When the pending regulations relate to issues of public health and safety the results 
of delay or non-issuance of regu1ations can be disastrous. The Infant Formula Act of 
1980 included a provision requiring FDA to promulgate regulations for recall of defec-
tively manufactured infant formulas. These regulations could legally have gone into ef-
fect anytime after the comment period ended in May, 1981. Instead, the cost benefit 
analysis required under Executive Order No. 12291, supra note 179, provided an oppor-
tunity for industry influence and interference which delayed issuance of these regula-
tions. The cost benefit analysis was not completed until February, 1982 and another six 
months will lapse before the regulations finally go into effect. 
In the meantime, Wyeth Laboratories produced two batches of defective 
formula-one lacking Vitamin B-6 totally and the other containing deficient amounts of 
B-6. The first batch, manufactured in January, 1982, went undetected by the FDA until 
March, 1982. Following discovery, Wyeth refused to initiate high priority recall and ef-
fectively delayed any recall action until the House Commerce Subcommittee on Over-
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Petitioning can be the ideal weapon to combat these prac-
tices.1e4 Especially when combined with community organizing 
and press coverage, it can be used to focus attention on exactly 
those regulatory issues which the administration wishes to ig-
nore. The right to petition for issuance, amendment or repeal of 
a rule and to receive a reasoned response thereto is the key to 
assuring sound government. The concerned public can, through 
petitioning, force agencies to implement congressional man-
dates.1e, Additionally, petitioners can insist that administrators, 
satisfied with the status quo, consider action in new areas or re-
examine their position on a particular problem in light of infor-
mation that becomes available.1" Petitioning provides interested 
persons an opportunity to research, gather and present new data 
in a manner which compels agencies to reconsider their present 
stance on existing or proposed regulations.1" In this manner wo-
men's and consumer groups can force government to respond to 
their particular needs. 
C. THE PETITIONING PROCESS 
Petitioning the federal government can be a significant un-
dertaking. To use this process most effectively, one must acquire 
expertise in the issue of concern,le8 prepare a competent and 
sight and Investigation held hearings on March 11, 1982. The absence of Vitamin B-6 in 
an infant's diet can cause hyper-irritability, convulsions, permanent brain damage and 
cerebral palsy. Hilts, Reaganomics Blamed for Defective Formula Sale, Oakland Trib-
une, March 12, 1982, at A-4, col. 2. 
194. PRESIDENTIAL CONTROL, supra note 179, at 53-54. 
195. See, e.g., Kingsbrook Jewish Medical Center v. Richardson, 486 F.2d 663 (2d 
Cir. 1973) (directing the Secretary of HEW to promulgate regulations consistent with the 
statutory requirements of the Medicare Act). 
196. In many instances no specific statutory mandate from Congre8B is needed for 
agency action. Petitions requesting action can be authorized by the agencies' enabling 
statutes. The infant formula petition is such an example. General HHS authority to pro-
mulgate regulations needed to protect the public health and welfare was a sufficient basis 
for requested agency action. 
197. Submitting a petition for rule making is usually more difficult and involved 
than simply commenting on a proposed rule. When presenting a petition the petitioners 
are actually doing some of the agency's work for it. J. MICHAEL, supra note 182, at 125. 
Thus, persuasive argument can be made for the expansion of citizen participation and 
petitioning. It can be an excellent vehicle for shifting some of the agency's research tasks 
onto citizen groups who take it upon themselves to document problems and present 
agencies with data and research to back up their proposals. 
198. The amount of research needed to prepare a petition can vary from a few 
weeks to as long as a year. Where the subject matter of the petition involves a clear cut 
factual i8Bue, like the Cheese Petition, supra note 13, the amount of research needed is 
minimal. Where the problem is the subject of scientific controversy, e.g., infant formula, 
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well-documented petition,IIIII and persuade others to support the 
petition.2oo An administrative petition must contain the sub-
stance and nature of the rule or other action being requested,lol 
the reasons for the request,201 the petitioner's interest in the re-
quest20a and reference to the agency's authority to take the re-
quested action.IIM Throughout this section, the Petition to Alle-
viate Domestic Infant Formula Misuse and Provide Informed 
Feeding Choice prepared by Public Advocates in San Francisco 
detailed scientific research is needed. Another type of petition is one in which an existing 
phenomenon must be documented to convince the agency that a problem in fact exists. 
Petition for Immediate Executive Action to Alleviate the Nationwide Inner City Food 
Crisis, filed by Public Advocates, October 23, 1980, described the exodus of supermarket 
chains from the inner cities and requested alternatives to remedy this food crisis. 
199. The petition should be written in a simple, straight. forward style, especially if 
it involves complex or technical facts. It should present the issues and data 88 objectively 
as possible while still advocating the cause. Jargon, sensationalism and accusations 
should be avoided wherever possible. It should reflect that petitioners are concerned peo· 
pie attempting to work with the government to solve an important problem. C. OSHIRO & 
H. SNYDER, supra note 166, at 15. 
200. Gathering support for the petition is crucial. The Infant Formula Petition 
sought to bring together as broad a group as possible. Petitioning organizations included 
American Medical Students Association; American Public Health Association (Women's 
Caucus); Coalition to Fight Infant Mortality; Infant Formula Action Coalition (IN· 
FACT); Interfaith Center on Corporate Responsibility (Infant Formula Work Group); 
International Childbirth Education Association (lCEA); Mexican American Legal De· 
fense and Education Fund (MALDEF); National Association for Parents; National 
Council of Negro Women; National Council of Jewish Women; National League of 
United Latin American Citizens (LULAC); National Women's Health Network; Profes· 
sionals for Safe Alternatives in Childbirth (NAPSAC); and Women of All Red Nations 
(WARN). 
201. The petition should discuss why the petitioned agency is responsible for cor· 
recting the situation and identify the actions which need to be taken. ATI'ORNEY GEN' 
ERAL'S MANUAL ON ADMINISTRATIVE PROCEDURE ACT 38·39 (1947) [hereinafter cited as 
ATTORNEY GENERAL'S MANUAL]. 
202. An explanation of the problem and a description of how and why it is hurting 
the public should be included. Id. 
203. It is important to identify each of the petitioners or petitioning organizations 
and describe how they are affected by the problem. Id. 
204. Most agencies have petitioning regulations modeled after 5 U.S.C. § 553(e) 
(1976). Petitioning requirements for some agencies are found in U.S.C.; most however are 
found in the Code of Federal Regulations. See 15 U.S.C. §§ 2058(e), 2509 (1976) (Con· 
sumer Product Safety Commission); 42 U.S.C. § 1857h·5 (1976) (Environmental Protec· 
tion Agency); 7 C.F.R. § 1.28 (1981) (Department of Agriculture); 10 C.F.R. § 2 (1981) 
(Nuclear Regulatory Commission); 10 C.F.R. § 375.102 (1981) (Department of Energy); 
14 C.F.R. § 399 (1981) (Civil Aeronautics Board); 16 C.F.R. §§ 1.15, 1.16(a) (1982) (Fed· 
eral Trade Commission); 18 C.F.R. § 1.7 (1981) (Federal Energy Regulatory Commis· 
sion); 18 C.F.R. § 154 (1981) (Federal Energy Administration); 21 C.F.R. § 12 (1981) 
(Food and Drug Administration); 26 C.F.R. § 601.l(c) (1981) (Internal Revenue Service); 
47 C.F.R. § 0·99, Vol. I (1981) (Federal Communications Commission); 49 C.F.R. § 
1100.15 (1981) (Interstate Commerce Commission). 
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will be used as an example of the petitioning process. loa 
1. Researching the Issue 
Factual research 
645 
A petition for rulemaking must disclose sufficient reasons to 
justify the institution of a rulemaking proceeding.loe In develop-
ing the factual basis for a petition it must be kept in mind that 
the petition will become part of the administrative record for 
purposes of judicial review.IM Therefore, the more specific the 
examples of harm and the more detailed the data collected, the 
better the case can be made that the agency must take the ac-
tion requested. The complexity and substantiality of the issues 
and data presented by petitioners in support of their claim will 
determine the expansiveness of the response the courts will de-
mand of the agency.IOS For example, on at least two occasions 
administrators sought to deny petitions which failed to present 
"the sound, scientific, and convincing evidence needed to make a 
final determination"SCIe or failed to "contain any evidence that 
aid[ed the agency] in making [its] judgment."llo On both occa-
sions the reviewing courts found an existing harm which the 
agency had jurisdiction to prevent. III The petition need not pre-
sent in exhaustive detail every view presented on the particular 
issue, but should cover all relevant aspects of the problem. 
The first step towards developing an administrative petition 
is field research-a careful accumulation and documentation of 
the problem.us In the case of the infant formula petition this 
stage of research took about six months. At the outset, profes-
205. Petition, supra note 14. 
206. This is the standard used by the Federal Commerce CommiBBion, and should 
be the minimum standard for any rulemaking petition. See F.C.C. Petitioning Guide· 
lines, 47 C.F.R. § 1.406 (1981). 
207. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1047 (D.C. Cir. 
1979). 
208. See Oujato Chapter of the Navajo Tribe v. Train, 515 F.2d 654, 666·67 (D.C. 
Cir. 1975). 
209. Shuck v. Butz, 500 F.2d 810, 812 (D.C. Cir. 1974). 
210. Geller v. FCC, 610 F.2d 973, 979 (D.C. Cir. 1979) (FCC rules reflecting consen· 
sus agreement by affected parties seeking modification of copyright laws cannot be ad· 
hered to without a showing that they serve the public interest). 
211. Id. 
212. See C. OSHIRO & H. SNYDER, supra note 166, at 21·22, 51·52 which outlines a 
step·by·step approach for petitioning state agencies. 
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sionals and organizations who shared an interest in the problem 
of infant formula misuse were contacted. These persons referred 
the researchers to other individuals, beginning a process which 
resulted in 100 expert witness statements from interested indi-
viduals throughout the country.ll8 An extensive literature search 
was also conducted,1l4 including unpublished research and re-
search in progress. UI 
Once an overview is gained, potentially unsympathetic 
sources of information should also be approached. Many of these 
may actually provide important information. Speaking with un-
sympathetic persons not only insures objectivity but helps refine 
your argument, test your confidence and grasp of the problem 
and gain insight into potential counter arguments. 
Legal research 
Once the problem has been identified and defined through 
field research, the next step is to research those agencies which 
can best provide solutions.lle The fundamental authority for 
213. Prior to the initial conversation it is useful to make a list of various aspects of 
the problem and information, including research sources, sought. Infant formula project 
topics included: Trends, harms of infant formula use, misuse, hospital practices, atti-
tudes of profeaaionala, industry practices, programs to enhance breast-feeding, articles, 
unpublished research, and other contacts. Each contact was asked to make an e:lpert 
witneaa statement. 
214. It is helpful to request recommendations and citations to important, definitive 
articles in each expert's field. The petition will necessarily reflect that expertise and be 
all the more effective. 
215. Unpublished research, both local and national, conducted by universities, stu-
dents, individual clinics, hospitals, etc., can be a valuable source of information critical 
to any project. Much of the documentation in the Infant Formula Petition came from 
unpublished sources. Often issues which are the subjects of petitions have either just 
recently been investigated or are in areas in which large seale research funding has been 
unavailable. When large national studies are available they are often four to five years 
old. Unpublished research fills this gap and brings the research up-to-date. Furthermore, 
the most up-to-date nationwide data often is gathered by the industry itself. 
216. The federal agencies addreaaing areas of concern are: 
-Consumer Protection: Federal Trade Commiaaion (FTC); Consumer Product 
Safety Commission (CPSC); Food and Drug Administration (FDA); National Highway 
Traffic Safety Administration (NHTSA). 
-Education: Department of Education. 
-Energy and Utilities: Department of Energy (DOE); Federal Communications 
Commiaaion (FCC); Interstate Commerce Commiaaion (ICC); Civil Aeronautics Board 
(CAB); Federal Aviation Administration (FAA); Nuclear Regulatory Commiaaion (NRC). 
-Food: U.S. Department of Agriculture (USDA); Food and Drug Administration 
(FDA). 
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each agency is either a statutory mandate to take a particular 
actionl 1'7 or an enabling statute. The Secretary of Health and 
Human Services (HHS), for example, has general authority 
under the· Social Security Act to mandate rules and regulations 
necessary to the efficient administration of the functions of the 
Act.l18 This enabling statute provided sufficient authorization 
for the issuance of the comprehensive informed consent proce-
dures for sterilization.llt This is also the authoritative basis for 
HHS action on the infant formula petition. 
Once the authorizing statutes are identified, a thorough re-
view of agency regulations is necessary. In reading the relevant 
regulations special attention should be paid to regulations which 
delineate each agency's particular petitioning requirements, reg-
ulations which mandate agency action to be taken on citizen pe-
titioning,ISO rules which are directed or could be interpreted in 
favor of alleviating the problem being researched,1Il and agency 
waivers of AP A exceptions.11I Additional sources of useful infor-
-Health Care: Department of Health and Human Services (HHS). 
-Housing: Department of Housing and Urban Development (HUD). 
-Labor: Department of Labor; Occupational Safety and Health Administration 
(OSHA); Equal Employment Opportunity Commission (EEOC); National Labor Rela-
tions Board (NLRB). 
-Natural Resources: Environmental Protection Agency (EPA); USDA; Department 
of the Interior. 
-Welfare: Social Security Administration (Aid to Families with Dependent Chil-
dren; Supplemental Security Income); USDA (Food Stamps; Women, InCants, and Chil-
dren Program; Commodity Supplemental Food Program); Administration on Aging (Na-
tional Nutrition for the Elderly); Office of Child Development (Head Start). 
217. E.g .• 15 U.S.C. § 52 (1976) (FTC statutory mandate to act against deceptive 
advertising practices). 
218. 42 U.S.C. § 1302 (1953). 
219. Sterilizations and Abortions: Federal Financial Participation. 43 Fed. Reg. 
52.146. 52.171.52.173 (1978). 
220. ATI'ORNEY GItNERAL's MANuAL. 8upra note 194. at 38-39 states that "every 
agency with rulemaking powen subject to Section 4 should establish, and publish under 
Section 3(a)(3), procedural rules governing the receipt, consideration and disposition of 
petitions filed punuant to Section 4(d)." See PRESIDENTIAL CONTROL. supra note 179. at 
51. 
221. See e.g .• 7 C.F.R. § 246.9 (1981) (nutrition education must be provided at WIC 
certification); 7 C.F.R. § 247.8 (1981) (nutrition education is encouraged at all stages of 
the WIC program); 42 C.F.R. § 405.1021 (1981) (delineates conditions for participating 
hospitals); 42 C.F.R. § 431.107 (1981) (delineates provider requirements under Medi-
caid); 42 C.F.R. § 431.610(0-.610(g) (1981) (Medicaid eligibility includes provider stan-
dards and service standards); see also 8upra note 204. 
222. The Administrative Procedure Act. 5 U.S.C. § 553 (1976) contains numerous 
exceptions to its minimum procedural requirements. The two exceptions relevant to the 
infant formula case are the exceptions relating to public property. loans. grants. benefits 
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mati on include testimony before congressional committees and 
government research on the topic. In short, you are seeking any 
legal authority which will support your argument that the 
agency has a statutory duty223 or an obligation to use its discre-
tionary powers22• to remedy the specified harm. 
2. Developing Administrative Remedies 
Remedies available through an administrative petition are 
broader and more flexible than those awarded by the courts. To 
design appropriate administrative remedies one must carefully 
delineate the problem and examine effective, workable solu-
tions.22& While developing solutions to the problem of infant 
formula misuse it was helpful to focus on those points of inter-
vention at which agency action could simply, yet profoundly, 
benefit mothers and children who have fallen victim to the abu-
sive marketing practices of the infant formula industry. 
Research revealed that several factors play an important 
role in significantly increasing breast-feeding rates and duration 
among low income women:228 education of both the health pro-
fessional ll27 and the mother;228 individual lactation instruction 
or contracts, id. § 553(a)(2) (1976), and the public policy exception, id. § 553(b)(3)(A) 
(1976). Agencies may, at their discretion, waive these exceptions. Annot., 45 A.L.R. FED. 
12 (1979). 
223. The easiest case for petitioning is when an agency has a specific duty to pro-
mulgate a regulation. Consumers, aware that Congress has passed a law in their favor, 
should petition for the promulgation of rules under that statute. This would effectively 
prevent the OMB from stiffiing implementation of congressional mandates. 
224. When filing a petition for exercise of a discretionary power, it is helpful to 
investigate previous similar exercises of agency discretion in related areas. An example is 
the mandate that informed consent be obtained prior to sterilization in all family plan-
ning programs paid for in part by HHS through Medicaid. See supra note 219. The 
sterilization regulation included a model instruction pamphlet which would meet HHS 
guidelines. These regulations were issued under the same sections that authorized the 
actions requested in the Infant Formula Petition. 
225. For the most part, solutions proposed in a petition are only recommendations. 
The agency can fashion any remedies it desires provided it complies with the APA notice 
and comment publication requirements. Even so, suggested remedies can provide con-
crete solutions. 
226. See Petition, supra note 14, at 108-11, 113-16, 118-20, 126. 
227. Winikoff & Baer, supra note 38, at 105. See generally Petition, supra note 14, 
at 126. 
228. Harfouche, The Importance of Breastfeeding, J. TRop. PED., Sept. 1970, at 133, 
159; Statement No. 28 in support of Petition, supra note 14. Most mothers make infant 
feeding decisions pre-natally, based on whatever nutritional information they receive at 
that time. Peters, supra note 121, at 83; Winikoff & Baer, supra note 38, at 109. It is 
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for mothers who experience breast-feeding problems;218 changes 
in hospital protocol,18O including the discontinuance of the dis-
charge pack,S81 and changes in the labeling of infant formul.a 
cans. lSI The next step was to determine how the government 
could effectuate these solutions and whether or not the agency 
has legal authority to do SO.ISS Where possible, examples of pro-
grams which have successfully implemented any of the proposed 
solutions should be included in the petition.lu 
Often government agencies can playa leading role in imple-
therefore imperative that accurate, consistent nutritional information be provided to all 
pregnant women. ld. at 107. 
229. A lact.ation counselor or postpartum division nurse can act as teacher, im-
parting practical knowledge and assistance. Small informal classes for nursing mothers 
enable nurses to instruct several women at once while providing mothers with peer sup-
port. See Bird, Breastfeeding Classes on the Postpartum Unit, AM. J. NURSING 456 
(1975). In hospitals, information can be provided to mothers through closed circuit tele-
vision, slide tape, and cassette tape, presentations and unbiased educational literature, 
which are available ad libitum. This allows the nurse/counselors, or lactation specialists, 
to devote more of their time assisting each mother with her particular needs. Petition, 
supra note 14, at 125-26. 
230. See supra notes 80-100 and accompanying text for an outline of detrimental 
hospital practices. 
231. See supra notes 98-103 and accompanying text. 
232. NeceBBar)' changes include: color coding, changes in package size, bilingual la-
beling, warnings emphasizing the superiority of human milk and indications of misuse, 
and graphic preparation instructions. 
233. This often requires a good deal of creative lawyering. Once solutions and au-
thority are decided upon, agency regulations reveal instances in which the agency has 
granted similar remedies. In 1978, for example, the Department of Health and Human 
Services promulgated sophisticated informed consent procedures for sterilizations. Steril-
izations and Abortions: Federal Financial Participation, supra note 219. These regula-
tions provided impetus to the informed consent approach taken in the infant formula 
petition. 
234. A number of successful efforts have demonstrated that enlightened medical 
practice can substantially increase the prevalence and length of successful lactation. 
They include: 
-Breastfeeding Initiative at Comprehensive Family Care Center in Bronx, New 
York; K. Lobach, Effectiveness of a Breastfeeding Initiative (Sept. 23, 1980) (presented 
at the 11th Annual Meeting of the National Association of Community Health Centers, 
Houston, Texas); Petition, supra note 14, at 108-11. 
-Canadian In-Service Information Packet: (conceived and produced by the Cana-
dian Department of Health and Welfare, the La Leche League, and the Canadian Pedi-
atric Society). 
-Women's Breastfeeding Support Group, Oakland, California. 
-Lactation Clinic, University of California, San Diego. 
-Promotion of Breastfeeding, Window Rock, Arizona. 
-One Support Person Increased Breastfeeding Rate, Missiasippi. 
-Breast Feeding Intervention Clinic LAIUSC, Los Angeles, California; Petition, 
supra note 14, at 108-20. 
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menting these necessary changes. In the case of the infant 
formula petition, government agencies were requested to develop 
unbiased materials on breast-feeding and infant nutrition aimed 
at educating both health professionalsllSll and new or expectant 
mothers. Government funding was to be restricted to those insti-
tutions which encourage breast-feeding, have a lactation consult-
ant on staff and do not distribute discharge packs or formula 
company promotional literature. The WIC program was asked to 
playa more critical role in encouraging breast-feeding prenatally 
and assisting women toward successful periods of lactation. The 
FDA was requested to change packaging and labeling require-
ments to alleviate the formula misuse presently rampant among 
our low income and minority populations. Finally, all agencies 
were requested to hold hearings,ae for consideration of these 
proposals. Ideally, hearings should be held in geographically di-
verse locations and, where appropriate, public participation 
funding should be provided. 
3. The Actual Petitioning Process 
Although an individual or group can petition a federal 
agency for relief on its own, there is a greater impact and a 
greater chance of success if others join in the petitioning ef-
fort. ssT Agencies are less likely to overlook or deny a petition 
that has broad public support. In seeking petitioners it helps to 
join groups which represent a broad cross section of the Ameri-
235. Both Breastfeeding, supra note 6, at 597, and Recommendations for Action 
Programs to Encourage Breast Feeding, 4 BULL. INT'L PED. A., Oct. 1975, at 19, empha-
size the need for health professionals to become much more knowledgeable about inCant 
nutrition and the physiology, value, and technique of breast-feeding. In Canada, a na-
tionwide educational campaign by the government and private sector groups Cor all 
health professionals associated with pregnant women and new mothers cost only 
$100,000 and was deemed an overwhelming success. Statement No. 61 in support oC Peti-
tion, supra note 14. 
Once professionals receive accurate information about the relative values oC breast 
and bottle Ceeding to both mother and inCant and instruction on how to treat minor 
breast· feeding problems, breast· feeding rates and duration among their patients im-
prove. Winikoff & Baer, supra note 38, at 110-11. 
236. While hearings are not required by statute, USDA/WIC in the past has held 
nationwide public hearings at which program officials received testimony Crom program 
recipients, welfare organizations, state and local officers, project directors and health pro-
fessionals on the program's effectiveness. Recommendations for program improvement 
resulted from these hearings. COMMUNITY SERvo ADMIN., GOVERNMENT PRINTING OFFICE, 
CITIZEN PARTICIPATION, (1978). 
237. C. OSHIRO & H. SNYDER, supra note 166, at 27. 
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can public/~a8 
Once the petition has been written28e it should be filed with 
the appropriate agency.240 Unless there is a person who has been 
specifically designated to receive petitions, documents are best 
filed with the head of the agency.141 It is often helpful to tele-
phone agency officials to inform them that a petition is being 
filed. 
The media can perform an extremely important role in the 
administrative petitioning process by allowing petitioners to 
communicate with and educate broad segments of the public. 
The media also enables petitioners to mobilize public support 
for the petition.14• After the petition has been filed there are 
238. Large, nationally respected and community based organizations should be in-
cluded if at all Possible. See supra note 200, for examples. 
239. The Petition should be structured as follows: 
(1) INTRODUCTION-Summarize key facts; identify petitioners and the respond-
ing agencies, the facts giving rise to the petition, action requested by the responding 
agency and why the action is necessary to protect the public interest. 
(2) STATEMENT OF FACTS-Explain the current state of affairs, why current 
state oC affairs is harming the public, why it is the agency's responsibility to take correc-
tive action; discuss nece888ry corrective action. 
(3) PETITIONERS-Identify petitioners, state briefly their interest in the action 
requested and give a brief description of the organization. 
(4) JURISDICTION-Cite the relevant petitioning statute; identify the lIection con-
taining the laws that giv~ the agency authority to act. 
(5) RELIEF-List all corrective actions requested. A draft of proposed regulations 
may be included, but it is not essential. 
(6) CONCLUSION-Urge the agency to take prompt action. This should be fol-
lowed by signatures of the petitioners or their representatives. 
(7) EXHIBITS-This section can be used to highlight critical facts in the Petition 
and is very important. The infant formula petition was accompanied by one hundred 
expert witness statements as exhibits. 
240. Timing of the filing can be critical. Relevant factors include: Conflict with other 
events which could cut back on press coverage, politiCal campaigns and campaign issues, 
proximity in time to other events which could bear on the petition or which could en-
hance press interest in the topic. The Infant Formula Petition, supra note 14 was filed 
one day after the House voted to censure President Reagan's stance on the W.H.O. in-
fant Cormula marketing code and one day before the Senate took a similar stance. 
241. Filing means delivering the petition to the respective agencies. Some agency 
regulations specify a person other than the agency Secretary with whom petitions should 
be filed. 
242. A contact list composed of media likely to reach populations affected by the 
problem, interested in the petition, or influential in the agency's decision should be pre-
pared in advance. A brief press release should also be prepared in clear, straightforward 
and non-technical language. If a press conference is planned, this information should be 
included. See C. OSHIRO & H. SNYDER, supra note 166, at 34-42, 77-81 for an overview of 
methods and strategy for involving the press. 
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several avenues which may be pursued to keep the process alive. 
Community organizing efforts can serve the purpose of effectuat-
ing certain changes on a local level243 and keeping the issue alive 
in the press. 
Another manner of pressing the agency into action is 
through Congress.244 Since all agencies derive their powers from 
Congress, they are subject to congressional scrutiny. This is the 
fundamental basis for congressional influence over agencies, but 
the day-to-day relationship is based on other powerful consider-
ations as well. Congress has authority to investigate and review 
agency operations and require agencies to account for their ac-
tion or inaction. . 
Although agencies ultimately depend on Congress as a body 
for their funding and existence, each agency has a direct rela-
tionship to a particular congressional committee. Oversight com-
mittees have jurisdiction over legislation involving the agency 
and can, if interested, ensure that the agency is giving your peti-
tion the treatment it deserves.2u 
Prior to filing the Petition to Alleviate Domestic Infant 
Formula Misuse and Provide Informed Infant Feeding Choices, 
Public Advocates, attorneys for the infant formula petitioners, 
testified before the House Committee on Oversight and Investi-
gation chaired by Congressman Dingell'4' and the Subcommittee 
on Domestic Marketing, Consumer Relations and Nutrition 
chaired by Congressman Richmond.U '7 Both committees ex-
pressed grave concern over the very low prevalence of breast-' 
feeding among low income women. Congressman Richmond's 
committee advocated educational activities, improvement of pre-
natal services and hospital procedures to reverse this trend. His 
committee also recommended that the FDA issue guidelines for 
243. On a local level, petitioning organizations encouraged their membership to re-
fuse en masse to accept discharge packs at all local hospitals. 
244. J. MICHAEL, supra note 183, at 31-32. 
245. PRESIDENTIAL CONTROL, supra note 172, at v. (statement of John D. Dingell); 
see generally Ribicoff, Congressional Oversight and Regulatory Reform, 28 AD. L. REV. 
415 (1976). 
246. Domestic Infant Formula Hearings, supra note 69. 
247. Infant Feeding Practices. Hearings Before the Subcomm. on Domestic Mar-
keting. Consumer Relations, and Nutrition of the Committee on Agriculture. 97th 
Cong .• 1st Sess. (1981). 
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labeling of infant formulas to differentiate the various forms of 
preparation.248 
D. OBLIGATIONS OF THE AGENCY TO ACT ON THE PETITION 
Section 4(a) of the Administrative Procedure Act249 pro-
vides that each agency shall give an interested person the right 
to petition for the issuance, amendment, or repeal of a rule. The 
legislative history accompanying section 4(a) states that this sec-
tion "requires agencies to receive and consider requests" for 
rulemaking.2l10 The agency must act on the petition in accor-
dance with its procedures2111 and may grant such a petition,2111 
undertake public rulemaking proceedings in relation to it, or 
may deny the petition.2118 
If an agency grants a petition it must comply with APA in-
formal rule making requirements.2114 The Act imposes minimum 
notice requirements21111 in addition to requirements that "inter-
ested persons" be given an opportunity to submit comments, 
and that the agency incorporate in any rules adopted a "concise 
general statement of their basis and purpose. "1118 
The chief practical significance of the express right to peti-
tion is the requirement that the denial of a section 553(e) peti-
248. Letter from Congressman Fred Richmond to Public Advocates (July 8, 1981). 
249. 5 U.S.C. § 553(e) (1976). 
250. ADMINISTRATIVE PROCEDURE ACT: LEGISLATIVE HISTORY, 79TH CONGRESS 1944-
1946, S. Doc. No. 248, 79th Cong., 2d Sess. 11, 21 (1946). 
251. City of New York v. Diamond, 379 F. Supp. 503 (S.D. N.Y. 1974) (rules not 
promulgated in accordance with the dictates of the APA are void). 
252. Granting a petition means only that the agency will incorporate the general 
proposal of the petition in its own notice of proposed rulemaking, or use the ideas as a 
point of departure for the rule. J. MICHAEL, supra note 183, at 740. An agency grant of a 
petition means the proposed rules are sufficiently meritorious to warrant further investi-
gation through rulemaking, and notice and comment proceedings. Such action results in 
the ultimate decision of whether or not to promulgate a rule subject to broader judicial 
review on the merits. WWHT, Inc. v. FCC, 656 F.2d 807, 817 (D.C. Cir. 1981) (Subscrip-
tion television broadcasters sought review of FCC orders which excluded scrambled sig-
nals of local subscription television stations from mandatory carriage requirements of 
local cable television operators.). 
253. 5 U.S.C. § 553(3) (1976); S. REP. No. 752, 79th Cong., 1st Sess. (1945), re-
printed in LEGISLATIVE HISTORY, supra note 250, at 185, 201. See PRESIDENTIAL CONTROL, 
supra note 179, at 51. For full text of § 553 see supra note 12. 
254. 5 U.S.C. § 553 (1976). 
255. [d. § 553(b). 
256. [d. § 553(c). 
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tion requires a prompt notice of the denial "accompanied by a 
brief statement of grounds."2117 Administrators must articulate 
the specific factors on which they base their decisions; the exten-
siveness of the articulation required depends on the depth and 
breadth of the petition.2111 
Before turning to the reviewability of denials of section 
553(e) petitions, it is important to realize that courts have held 
that unreasonable delay is tantamount to agency denial. Inter-
ests and concerns of little importance to the agency may require 
judicial help to exert leverage on recalcitrant agencies. Section 
706(1) of the APA provides that a reviewing court "shall compel 
action unlawfully withheld or unreasonably delayed."lIIe Section 
555(b) provides that "within a reasonable time each agency shall 
proceed to conclude a matter presented to it. ".so Courts have 
relied on these sections to accelerate protracted agency proceed-
ings and to compel agency decisions.·sl Judicial review serves as 
an effective means of insuring agency compliance with statutory 
deadlines. The reality of a lawsuit, the fear of unfavorable pub-
licity, and the possibility of a contempt citation combine to com-
pel agencies to commence unlawfully postponed actions.·S• 
257. See note 194 supra. 
258. Oujato Chapter of the Navajo Tribe v. Train, 515 F.2d 654, 666 (D.C. Cir. 
1975); Environmental Defense Fund, Inc. v. Ruckelahaus, 439 F.2d 584, 597 (D.C. Cir. 
1971) (Where the Secretary finds substantial question concerning aaf'ety of a pesticide he 
is required by statute to commence formal administrative proceedings to determine 
whether registration should be cancelled.). 
259. 5 U.S.C. § 706(1) (Supp. I 1977). 
260. Id. 
261. Nader v. FCC, 520 F.2d 182, 205-06 (D.C. Cir. 1975) (10-year delay in investi-
gating utility rate increases was unreasonable; expeditious resolution of the matter and 
issuance of regulations was ordered). 
262. Home Box Office, Inc. v. FCC, 567 F.2d 9 (D.C. Cir. 1977) (where 18 months 
elapsed since the notice of proposed rule-making and 12 monthl .ince the comment pe-
riod had closed, FCC was ordered to complete proceedings within 180 days); B.F. Good-
rich Co. v. Department of Tranap., 541 F.2d 1178 (6th Cir. 1976) (after 9 years of delay, 
consumer organizations sued to force promulgation of regulations on a quality grading 
system for tires); North American Van Lines, Inc. v. United States, 412 F. Supp. 782 
(N.D. Ind. 1976) (ICC ordered to act within 160 days after practice of flagging carrier 
applications were found unlawfully delay actions); Booth American Co. v. FCC, 374 F.2d 
311 (D.C. Cir. 1970) (17-month delay on an application for emergency license demand 
inordinate; agency ordered to act within 15 days); Adams v. Richardson, 351 F. Supp. 
636 (D.D.C. 1972) (ordering enforcement of school desegregation plan after HEW failed 
to induce voluntary compliance with Title VI of the Civil Rights Act); PROD v. EPA, 
No. 7499 (D.D.C. 1974) (delayed EPA noise regulations iasued within 4 months of truck· 
drivers' suit); Public Citizen v. Cook, No. 743-73 (D. D.C. 1973) (forcing SEC rulemaking 
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Agency delay may take one of the two forms. One is an end-
less series of hearings, "repetitive, purposeless and oppressive, 
without final decision."283 A second form of delay occurs when 
an agency refuses to act on a matter before it. Judicial interven-
tion is called for in both situations since delay is a weapon that 
can be, and has been, used by an agency to exhaust private par-
ties and consumer groUpS.le4 
By its very nature unreasonable delay constitutes final 
agency action. lea Even when the action petitioned for is a matter 
of agency discretion, discretion is not a license for lethargy; judi-
cial review may extend to failure to act as well as abuse in act-
ing.288 Too often delay tactics are encouraged by regulated in-
dustries which have much to gain from inaction.le, Courts will 
step in to prevent such abuses. I .. 
If an agency denies a petition, the petitioners are not en-
tirely without recourse. They may (1) re-petition the agency if 
there has been a change in the facts, law or government policy; 
(2) seek assistance from the Congressional Oversight Committee 
for the particular agency as well as try to get legislation intro-
procedures); Nader v. Browne, No. 240-72 (D.D.C. 1972) (suit forcing agency to act on 
1969 petition Cor study of airline smoking regulations). 
263. Deering Milliken, Inc. v. Johnston, 295 F.2d 856 (4th Cir. 1961) (NLRB's reo 
mand of an issue for further hearings constituted unreasonable delay and violated the 
AP A arbitrary and capricious standard). 
264. J. MICHAEL, supra note 183, at 604, 898; Oulahan, Reforming the Administra· 
tive Process: A Challenge to the American Bar, 51 BRlBI' 101 (1956). 
265. United States v. Bank of America Nat'} Trust & Sav. Ass'n, 295 F.2d 862, 865-
66 (9th Cir. 1959). 
266. Poiner v. St. James Parish Police Jury, 372 F. Supp. 1021, 1023 (E.D. La. 
1974), aff'd, 531 F.2d 316 (5th Cir. 1974) (HEW joinable as a defendant for failing to 
comply with requirements of HiII·Burton Act; administrative inaction amounts to an 
abuse of discretion). Denials of petitions for acts within the agency's discretion are also 
subject to judicial review. WWHT v. FCC, 656 F.2d 807, 814 (D.C. Cir. 1981). 
267. As discussed above, much of the OMB's interference in agency business is 
geared toward delay and denial of proposed regulations, including vital regulations pro· 
tecting the public health and safety. These delays will not improve the quality of agency 
decision· making but will actually prevent many important decisions from being made. 
There is virtually no way for an agency to avoid OMB control. Agencies act through 
regulations, all of which must be cleared by OMB. This review provides agencies strong 
incentive not to act-precisely the result the present administration seeks. Petitioning 
can spur agencies to act despite these pressures. C. LUDLAM, supra note 179, at 20, 62. 
268. British Airways Bd. v. Port Authority, 564 F.2d 1002 (2d Cir. 1977) (finding 
Port Authority abdicated its responsibility where the issue of SST jet aircraft noise was 
not studied with reasonable dispatch and further study was merely unreasonable delay). 
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duced; (3) seek judicial review of the agency's decision. 289 Except 
where there is evidence of a clear and convincing legislative in-
tent to negate review, an agency's denial of a rule making peti-
tion is subject to judicial review.270 Section 701(a) creates a 
strong presumption of reviewability,· rebutable only by a clear 
showing that judicial review would be inappropriate.271 
Section 701(a)(2) construed in conjunction with section 
706(2)(A) confers jurisdiction on the court to review actions al-
legedly subject to agency discretion.l172 Courts are to review and 
set aside any agency action that "infringes upon some legal man-
date and thus is 'arbitrary, capricous, [or an] abuse of discretion, 
or otherwise not in accordance with law.' "278 Review is expressly 
provided when there is an abuse of discretion.174 
While it is clear that the applicable scope of review of dis-
cretionary agency decisions not to promulgate certain rules can 
be found under section 706(2)(A), the limits of the arbitrary and 
capricious standard of review will vary with the context of the 
case.2711 The agency's decision that public interest, health and 
welfare do not require the promulgation of specific rules will 
probably be sustained if it violates no law, is accompanied by an 
articulated justification that makes a rational connection be-
tween the facts found and the choice made, and follows a careful 
examination of the relevant issues.1I7s The agency, however, must 
have acted in a manner calculated to negate the dangers of arbi-
trariness and irrationality.1I77 
269. C. OSHIRO & H. SNYDER, supra note 166, at 47·48. 
270. WWHT v. FCC, 656 F.2d 807, 809, 815 (D.C. Cir. 1981). 
271. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1043 (D.C. Cir. 
1979). Section 701 provides for review except to the extent: "(1) statutes preclude judi. 
cial review; or (2) agency action is committed to agency discretion by law." 5 U.S.C. § 
701 (1976). 
272. WWHT v. FCC, 656 F.2d 807, 815 (D.C. Cir. 1981). 
273. 5 U.S.C. § 701(2)(A) (1976); Krueger v. Morton, 539 F.2d 235, 238·39 (1976) 
(Coal prospector brought action against Secretary of the Interior to set aside order sus-
pending issuance of prospecting permits.). 
274. WWHT v. FCC, 656 F.2d 807, 815 (D.C. Cir. 1981). 
275. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1049-50 (D.C. 
Cir. 1979). 
276. Action for Children's Television v. FCC, 564 F.2d 458, (D.C. Cir. 1977) (peti-
tion for review of FCC decision not to adopt rules to improve children's television) . 
. 277. WWHT v. FCC, 656 F.2d 807, 817 (D.C. Cir. 1981). Contra Adams v. Richard-
son, 351 F. Supp. 636 (D.D.C. 1972). 
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On review, the court may examine both procedural and sub-
stantive abuses of discretion.278 Denial of a petition at this early 
stage is aimed at weeding out "obviously frivolous or unworkable 
proposals. "2"19 Due to the broad discretionary powers possessed 
by administrative agencies and the ,narrow scope of review, few 
courts have forced agencies to institute rulemaking procedures 
after an agency has declined to do SO.280 However, under the 
Reagan Administration, the expectation that agency officials will 
diligently review meritorious proposals without undue industry 
influence is rapidly vanishing. As this occurs the courts' role in 
protecting the public interest and ensuring that APA and consti-
tutional procedural protections are actually preserved will be-
come increasingly critical. 
The purposes of judicial review of agency decisions both as 
to rules they promulgate and petitions they deny are multi-
fold.181 Review insures impartiality in agency decision-making, 
forces agencies to consider all relevant factors in making deci-
sions,181 avoids undue influence by and bias towards regulated 
industries,les disallows procedurally unfair and unauthorized 
278. The procedural aspects are clearly reviewable. The court must determine 
whether or not the agency's decision not to grant the petition was an abuse of discretion 
or was arbitrary or capricious. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 
1031, 1045 (D.C. Cir. 1979). 
Substantive review is, intertwined in many respects with the procedural issues. The 
greater and more persuasive the administrative record before the court, the better the 
chances the court will subject the record substantively to at least a minimum level of 
judicial scrutiny. WWHT v. FCC, 656 F.2d 807,816 (D.C. Cir. 1981). If in fact the OMB 
and the agencies are basing their procedural decisions on political criteria, the case for 
substantive reviewability will be even stronger. 
279. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1046 (D.C. Cir. 
1979). 
280. Geller v. FCC, 610 F.2d 973, 979 (D.C. Cir. 1979); NAACP v. FPC, 520 F.2d 
432,446·47 (D.C. Cir. 1975) (Federal Power Commission claim that it lacked jurisdiction 
to consider and write regulations concerning employment discrimination was un-
founded); National Org. for Reform of Marijuana Laws v. Ingersoll, 497 F.2d 654, 657-59 
(1974) (petition to reclassify marijuana under the Controlled Substances Act must be 
given appropriate consideration and cannot summarily be rejected as in conflict with 
treaty obligations); see supra note 263 and accompanying text. 
281. Barr, Judicial Review of Informal Rulemaliing Procedures: When May Some-
thing More Formal Be Required?, 27 AM. U.L. REV. 781, 784 (1978). 
282. American Public Health Ass'n v. Veneman, 349 F. Supp. 1311, 1316 (D.D.C. 
1979). 
283. Shell Oil Co. v. Department of Energy, 477 F. Supp. 413, 425 (D. Del. 1979) 
(eight energy producers challenged order of the Energy Information Administration di-
recting the companies to file reports on company financial and operational data); Knick-
erbocker v. TVA, 348 F. Supp. 230, 233 (E.D. Ill. 1972) (action seeking recovery from 
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techniques,2S4 and assures that the agency's decision has a nexus 
with the public interest.i811 Judicial review of agency decisions 
not to adopt rules insures that the agency gives due considera-
tion to citizen participation, and in this sense might actually en-
hance the agency's effectiveness in furthering the public inter-
est.286 It is only through such review that a court can pierce the 
veil of agency discretion and assure itself that the underlying 
agency decisions are in fact rational.26 '7 
IV. CONCLUSION 
There is a substantial public interest in having questions 
which directly affect the health and welfare of women, and in-
deed the nation as a whole, raised before the relevant federal 
agencies and the courts.ill8 Acting on rights afforded by the Con-
stitution and the Administrative Procedure Act, citizens, public 
interest organizations and women's groups have successfully 
challenged arbitrary government action and inaction, secret in-
fluence peddling by special interest lobbyists, and failure of gov-
ernment agencies to take effective and timely action to protect 
the public interest, health and welfare.islI Parties and organiza-
tions who utilize the petitioning process are performing a valua-
ble public service by forcing agencies to examine issues of na-
tional concern in light of the agencies' ability to significantly 
Tennessee Valley Authority, after administrative procedures had been exhausted, for 
breach of contract disputes clause). 
284. Curran v. Laird, 420 F.2d 122, 131 (D.C. Cir. 1969) (action by National Mari-
time Union seeking enforcement of Cargo Preference Act). 
285. Geller v. FCC, 610 F.2d 973, 979 (D.C. Cir. 1979). 
286. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1046 (D.C. Cir. 
1979). 
287. Barr, supra note 281, at 791. 
288. Certainly the problem of domestic infant formula misuse and the infant 
formula industry's heightened role in marketing its product to women who cannot afford 
it and are highly likely to misuse the product is a problem of dire proportions affecting 
low income families nationwide. The agencies can substantially reduce illnesses resulting 
from infant formula misuse. However, as witnessed by the controversy over the World 
Health Organization's Marketing Code, the infant formula industry wields a powerful 
lobby. Its influence on HHS, FDA and USDA may determine those agencies' actions on 
the Petition. If this occurs, the Infant Formula Petition will provide an ideal vehicle for 
exposing the increased industry input allowed in agency decision-making under the pre-
sent administration and the possibly unconstitutional interference by the executive 
branch (particularly through the OMB) in administrative agency decisions. 
289. See J. MICHAEL, supra note 190; C. OSHIRO & H. SNYDER, supra note 166; S. 
RUZEK, supra note 9, at 152-61. 
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alleviate these problems.29o 
Under the Reagan Administration, crucial decisions affect-
ing public health and safety, women, the environment, consumer 
and civil rights are being made in secret before there is any op-
portunity for public participation, on the basis of closed door ex 
parte communications291 with industry representatives, or on the 
basis of irrelevant and biased cost-benefit criteria. Today the 
heightened level of interference by industry and other regulated 
interests in agency decision-making and the increased role of the 
OMB, which is likely to view an issue from the Administration's 
political perspective, create a regulatory atmosphere which the 
increased use of citizen petitioning is best able to combat. 
Women's groups, feminist advocates, and community-based 
organizations concerned with health care issues, must band to-
gether to begin asserting consumer rights for women and minori-
ties in our health care system. All patients, male, female, rich, 
poor, educated, illiterate, young, old, English-speaking or not, 
must have the right to make informed decisions about the type 
and quality of health care they will receive. Citizen petitioning, 
especially when combined with legislative lobbying, community 
290. Natural Resources Defense Council, Inc. v. SEC, 606 F.2d 1031, 1046 (D.C. Cir. 
1979). 
291. (T)hose cozy, one-sided ex parte "hearings," if you can call 
them that, are not in the public interest. Unless ex parte con-
tacts during rulemaking are avoided, in addition to keeping 
the public and other parties in the dark, the reviewing court is 
denied acce88, not only to the contents of the contacts, but 
also to whatever response those contacts would have triggered 
were their contents known. How is a court to make in-depth 
review of the record when some parts, perhaps some impor-
tant parts, have been withheld-from it, from the public, and 
from other interested parties? How is a court to know-how is 
anyone to know-whether an Wldisclosed ex parte contact 
with the decisionmaker tilted his decision one way or another? 
Whatever the law was with respect to ex parte contacts 
during informal rulemaking proceedings before Overton Park, 
in my judgment a reviewing court acting WIder the mandate of 
Overton Park can no longer accept a record flawed by such 
practices. And, in the present atmosphere, when the i88ue is 
properly preserved for judicial review, I suggest to you that it 
will be difficult for Commission counsel to defend ex parte 
contacts with a straight face. For the courts, supported by the 
public interest, will insist on an acceptable answer to this 
question: Why-why the ex parte contacts?" 
Wright, Commentary: Rulemaking and Judiciol Review, 30 An. L. REv. 461, 466 (1978). 
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organizing, media publicity, consumer education and judicial ac-
tion, can be a powerful tool to be used toward the accomplish-
ment of this goal.·el The petition, is in essence, the catalyst. 
Leslye E. Orlolf* 
292. In March. 1982, the Department of Health and Human Services (HHS) ed the 
Food and Drug Administration (FDA) responded jointly to the Petition to Alleviate In-
fant Formula Misuse ed Provide Informed Infet Feeding Choice. The HHS ed FDA 
combined response indicates a significant consensus on three of Petitioner's central COD-
cema: (1) the superiority of breast-feeding for all infants; (2) the serious risk of wet 
formula misuse among low income families in the United States; ed (3) the absence 01 
wormed wet feeding choices in American hospitals. 
Acc:ordiDaly, the agencies pl8D to proceed to rulemaking on petitioners' propoeecl 
labeling changes ed on the national breast-feeding campaign UlJed by petitioners. Spe-
c:i1ically, HHS is committed to achieving, by 1990, a goal of 75% of mothera breaat-
feeding at hospital discharge ed 35% continuing through six months. 
Despite this commitment, HHS was reluctant to consider petitioners' proposaJa to 
tie federal health care financing to clinic ed hospital 88Burances that they prouitk aU 
parents wormed wet fe8ding choices and concommitant supportive practices. Peti-
tioners have urged HHS reconsideration of this preliminary disinterest in conditioning of 
federal financing .on wormed want feeding practices and lupportive procedures. 
• Third year student, University of California at Los Angeles, Law School. The au-
thor thanb Lois Salisbury, Angela Blackwell, and Abby Cohen for their 88Bistance and 
IUpport in preparing this Comment. 
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